OFFICIAL

*  Australian Government

“ Department of Health, Disability and Ageing
Therapeutic Goods Administration

Post market review compliance
dashboard guidance

User guide for sponsors of medical device

Version 2, March 2026

OFFICIAL



OFFICIAL

Therapeutic Goods Administration

Copyright

© Commonwealth of Australia 2026

This work is copyright. You may reproduce the whole or part of this work in unaltered form for your own personal use or,
if you are part of an organisation, for internal use within your organisation, but only if you or your organisation do not use
the reproduction for any commercial purpose and retain this copyright notice and all disclaimer notices as part of that
reproduction. Apart from rights to use as permitted by the Copyright Act 1968 or allowed by this copyright notice, all
other rights are reserved and you are not allowed to reproduce the whole or any part of this work in any way (electronic
or otherwise) without first being given specific written permission from the Commonwealth to do so. Requests and
inquiries concerning reproduction and rights are to be sent to the TGA Copyright Officer, Therapeutic Goods
Administration, PO Box 100, Woden ACT 2606 or emailed to <tga.copyright@tga.gov.au>.

OFFICIAL


mailto:tga.copyright@tga.gov.au

OFFICIAL

Therapeutic Goods Administration

Contents
Purpose 4
Introduction 4
Role types 4
Symbols used in this guide 4
Section 1: How to login to the dashboard 5
Section 2: PMR Notification Dashboard overview 7
How to preview or view details of your notifications 8
How to draft a response to your notification 9
Section 3: How to respond to an initial request for
information and/ or samples notice. 11
Notification details section 11
Goods and model details section 12
Including additional goods in scope of the PMR 12
Adding models of goods in scope of the PMR 14
Editing the model details 16
Adding supply, complaints and adverse events data 21
Legislative breaches and responses section 36
How to submit your response 42
Section 4: How to respond to additional information
request. 44
Notification details section 45
Goods and model details section 45
Other required responses 46
How to submit your response 51

Section 5: How to respond to a proposal to take action.54

Notification details section 54

Goods and model details section 55

How to submit your response 60
Section 6: How to request for an extension. 63
Post market review compliance dashboard OFFICIAL Page 3 of 67

V2 March 2026



OFFICIAL

Therapeutic Goods Administration

Purpose

The purpose of this guidance is to help sponsors and manufacturers understand the process in which
the Therapeutic Goods Administration (TGA) requires sponsors and manufacturers to respond to
notifications relating to post-market reviews of medical devices.

This is a guide only, and sponsors and manufacturers are encouraged to familiarise themselves with
the legislative and regulatory requirements in Australia. If necessary, seek professional advice as it is
the responsibility of each sponsor and/or manufacturer to understand and comply with these
requirements.

There are some repetitions of the instructions throughout this document to allow users to download or
print just the section that they need at that time.

This document will evolve over time and updates and clarifications will be included as required.

Introduction

This Post Market Review Compliance Dashboard (the dashboard) user guide provides step-by-step
instructions on how to (pre)view and respond to a medical device post-market review (PMR)
notification from the TGA through the dashboard.

The TGA may undertake a PMR of medical devices in response to emerging signals of safety,
performance, or quality concerns and to ensure devices continue to meet legislative requirements.
During a PMR, the TGA may send you a written notice outlining the specific information required to
undertake the review or when regulatory action is being taken. The notices may include:

e requests for information and/or samples, and

e proposals to take action when a potential non-compliance with the legislative requirements is
identified, or

e notifications that regulatory action is being undertaken.

We have updated the dashboard to allow sponsors of devices included in the Australian Register of
Therapeutic Goods (ARTG) (Goods included in the ARTG) and exempt goods, such as therapeutic
vaping devices and device accessories (Goods not included in the ARTG), to view or respond to any
notifications from the TGA through the dashboard.

Role types
In the dashboard, there are two role types:

e Drafter: The drafter can review, upload documents, and edit responses to a notification.

e Submitter: The submitter can review, upload documents, edit, and submit responses to a
notification.

These roles are designated by your TGA Business Services (TBS) administrator.

Symbols used in this guide

Symbol Meaning
_O"_ Important: Highlights key information or system behaviour sponsors should be
=3 aware of.
0 Information: Provides additional explanatory or contextual information.
ﬁ Warning: Indicates a potential risk, limitation, or consequence if not followed.
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Section 1: How to login to the dashboard

The PMR compliance dashboard is found within the TGA Business Services (TBS) website which can

be accessed by clicking ‘Open TGA Business Services’ (Figure 1.1) and logging in with your sponsor
username and password (Figure 1.2). If you experience issues logging into your TGA Business
Services (TBS) account, please contact the TGA using the details provided on the webpage linked

above.

> C QA () hitps://www.tga.gov.au/business-services/tga-business-services-ths

Home Business services

TGA Business Services (TBS)

Set up your TGA Business Services account and manage applications and ARTG entries.

4) Listen & Print < Share

The TGA Business Services site allows industry to manage some therapeutic good registration applications,
and view and cancel their current entries on the Australian Register of Therapeutic Goods (ARTG).
Spansors are able to view, download and print ARTG Register entries for their products and generate
certificates enline.

Clients can alsa keep up to date with the latest TGA-wide and Industry specific news - directly from the

site.

Figure 1.1: TGA Business Services (TBS) landing page showing a link to open the TGA Business

Services portal.

/! Australian Government

=* Department of Health, Disability and Ageing
Therapeutic Goods Administration

Login to TGA Business Services

[ Loan |

Forgotten your password?

Figure 1.2: TGA Business Services login page.

In the ‘Applications’ drop-down menu, select ‘Medical Device Post Market Compliance’ under the

‘Regulatory Compliance’ heading (Figure 1.3).
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Adverse Event Reporting
Medicine Adverse Event
Medical Device Incident
Reporting

Medicine Shortages
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Nen-Prescription
Medicines
MNon-Prescrption Medicing
Mon-Prescription Composite
Pack

Change Multiple ARTG
Entries

Subslance Evaluation
Welcome Page

Regulatory Compliance

Medical Device
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Class IVAIMD Variation
Class 1-3 In-house IVD
Nofification
Manufacturer Evidence
Conformity Assessment
VD Variation

Request Change
GMDN Help

Listed Medicine
General Listed
Assessed Listed
General Composite Pack
Assessed Composite Pack
Substance Evaluation
Medicine Kit

Change Multiple Current
Listings

Indication and Qualifier
Application

Label information
Weilcome Page

Clinical Trials

Clinical Trial Notification
Manufacturers
Cerntification Application
Clearance Application
Declaration

Licence Appiication
Prescription Medicine
Designation App! in
Designation/Determination
Extension

Single Medicine Application
Composite Pack Application
Pre-Submission

Variation

Figure 1.3: ‘Medical Device Post Market Compliance’ located within the TGA Business Services
Applications menu.

On the ‘Regulatory and Compliance Portal’ page, select the ‘Devices Compliance (PMR)’ tile to
access the ‘PMR Compliance Dashboard’ (Figure 1.4).

e

Services

ol

Regulatory and Compliance

Spevial Avoris

Welcome to the Regulatory and Compliance Portal.

Figure 1.4: ‘Regulatory and Compliance Portal’ home page showing how to access the dashboard.

On the ‘PMR Compliance Dashboard’, select the ‘Post Market Reviews' tile to access your
notifications (Figure 1.5).

Regulatory and Compliance

PMRE Compliance Dashboard

"

8 W

.

Figure 1.5: ‘PMR Compliance Dashboard’ home page showing how to access post market

reviews.
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Section 2: PMR Notification Dashboard overview
All notifications relating to PMRs of your medical devices will be displayed on the dashboard.
1. There are three options to find and view your notifications. You can:

a. view your notifications by the following statuses (Figure 2.1):

i. Notification — Active: Select this option to view for notifications you need to review
and submit a response to.

ii. Notification — All Notifications older than 32 days: Select this option to view
notifications older than 32 days.

iii. Notification — Submitted: Select this option to view those notifications that have
already been responded to.

iv. Notification — View Action: Select this option to view notifications that provide
information on actions being taken by the TGA.

V. Notification — View Migrated Notifications: Select this option to view notifications
which were sent from the TGA prior to the portal being deployed but were in progress
at that time.

Home > PMR Notification Dashboard

PMR Notification Dashboard

i= Notification - Active ~ ] e Q |

Notification - All Notifications older than 32 days

Response Due Date

Sponsor Name Notification Type Status ¥
Notification - View Migrated Notifications Section 41JAand  Sent/Awaiting Response 03/04/2026 4:30 PM n
Subsection
41FN(2)

Figure 2.1: How to view your notifications by different statuses in the dashboard.

a. use the search box (magnifying glass symbol) to find notifications by typing in the review
description, notification type or notification status if known (Figure 2.2), or

To search partial text, use the asterisk (*) wildcard character.

b. sort your notification by clicking on ‘Review Description’, ‘Notification Type’, ‘Status’ and
‘Response Due Date’ column headers (Figure 2.2).

Post market review compliance dashboard OFFICIAL Page 7 of 67
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PMR Notification Dashboard
- Q
Reference Response Due Date
Number Review Descriptior Sponsor Name Naotification Ty Status ¥
PMF 0 UAT-2 Seclion41JAand  Sent/Awaiting Response 03/04/2026 4:30 PM ﬂ
Subsection Drsn
41FN{2) )
0 View details
PMR-2026-01448 Test Review Proposal to Sent/Awaiting Response 16/03/2026 4:30 PM i Praview
determine supply
should ceass -
exempt good

Figure 2.2: ‘PMR Notification Dashboard’ homepage showing the different ways to sort and search for
notifications.

How to preview or view details of your notifications

2. For more information on the details of the natification, you can click on the down-arrow on the right
side of the relevant notification and select ‘Preview’ (Figure 2.3).

Add an Info Tint Box from the ribbon: Insert > Quick Parts > Info Tint Box

To delete this Tint box Select the whole table and then right click and choose Cut or
Ctrl X

PMR Notification Dashboard

o]

Reference

Response Due Date
Number Review Description Sponsor Name Notification Type Status +
PMR-2026-01450 UAT-2 Section 41JAand  SentAwaiting Response 03/04/2026 4:30 PM ﬂ
Subsection T
41FN(2) 3
© Viow details
2026-01449  Test Review Proposal to SenvAwailing Response 16/03/2026 4:30 PM Braviow

determing supply
should cease -
exempt good

Figure 2.3: Preview your notifications in the dashboard.

3. Ifyou select ‘Preview’ (Figure 2.3) you can view the details for the notification and you have the
option to print a copy of the natification by clicking on ‘Print’ (Figure 2.4).

Post market review compliance dashboard OFFICIAL Page 8 of 67
V2 March 2026



OFFICIAL

Therapeutic Goods Administration

PMR Notification Preview

Proposal to determine supply should cease - exempt good of the Therapeutic
Goods Act 1989

The TGA is conducting & pest market review of Test Review.
Notification Name: PMR-2025-01448 - Pty Ltd - 01 Review Reference: PIR-2026-0144%
Review In scope: Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test

Review out of scope: Test Tast Test Test Test Test Test Test Test Tact Test Tect Test Test Test Tect Test Test Test Test Test

Goods and Model Details

Good

Good ID: 52650

Good Name: AGAROL strawberry emulsion oral quid betile
Good Status: Active

Status: Campleted

Response

Mame: Response for EP 5 for Good ID{s) 52658

Figure 2.4: ‘PMR Notification Preview’ page.

4. Once you have previewed your notification, click the back-browser button to go back to the ‘PMR
Compliance Dashboard'.

How to draft a response to your notification

5. Click on the down-arrow on the right side of the relevant notification and select ‘Draft’ (Figure 2.5)
to open the ‘PMR Notification Draft’ page (Figure 2.6).

Note: This is the only view in which you can add a response

PMR Notification Dashboard

<]

Reference Response Due Date
Number Review Description Sponsor Name Notification Type Status W+
1450  UAT-2 Seclion 41JAand Sent/Awaiting Response 03/04/2026 4:30 PM ﬂ
Subsection )
41FN(2)

O View details

Preview

19 Test Review Froposal to Sent/Awalting Respanse 16/03/2026 4:30 PM i
determine supply

should cease -

exempt good

Figure 2.5: Draft a response to notifications in the dashboard.
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PMR MNotification Draft

Notification Details
Goods and Model Detalls +
Legislative Breaches and Responses *

Other Reqguired Responses

Extension Requests

| I

Figure 2.6: Different sections of the ‘PMR Notification Draft’ page.

“

~. Click on the ‘Expand All' button to expand all the sections or the + button on the right
" to expand each section (Figure 2.6).

Table 1: Sections of the ‘PMR Notification Draft’ page that are displayed and editable
depending on the notification type.

Note: The ‘PMR Notification Draft’ page can have up to 5 sections that are displayed
and editable depending on the type of notification you receive (Table 1).

Initial request Additional/ad Proposal to
for information hoc request take
and/or samples | for regulatory
information action
Notification Details v v N4
Goods and Model details J# v N4
Legislative Breaches and v
Responses
Other Required Responses v v v
Extension Requests v v v

#Editable sections for the different notifications

For notifications where a regulatory action is being undertaken, there is no option to

O provide a response through the dashboard. You can view or preview these

notifications in the ‘Notification — View Action’ option (Figure 2.1).

Post market review compliance dashboard
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Section 3: How to respond to an initial request for
information and/ or samples notice.

For an initial request for information notice, you are required to provide a response in the ‘Goods and
Model Details’ and ‘Legislative Breaches and Responses’ sections (Figure 3.1).

PMR Notification Draft

Expand All Collapse All

Notification Details

Goods and Model Details

Legislative Breaches and Responses

Other Required Responses

Extension Requests

Validate Back Refresh

Figure 3.1: ‘PMR Notification Draft’ page highlighting the ‘Goods and Model Details, and
Legislative Breaches and Responses sections.

Notification details section

2. Inthe ‘Notification Details’ section (Figure 3.2), you can:

a. view the scope of the review

b. view all the document(s) associated to the notification and download the notification letter
sent to you by the TGA

c. view the list of folders that will hold the document(s) you upload as part of your submission
d. view all the documents you uploaded as part of your response, and

e. find the process to bulk upload information for the submission (see steps 26 - 35 for details).

Post market review compliance dashboard OFFICIAL Page 11 of 67
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Section 41JA and Subsection 41FN(2) of the Therapeutic Goods Act 1989

The TGAIs conducting a post market review of UAT-2.

Notification Name * Review Reference Number

PMR-2026-01450 - Pty Ltd - 05 PMR-2026-01450

Review in scope
Test_Test_Test_TesiTest_Test_Test_TestTest Tesi_Tesi_TestTest Test_Test TestTest_Test_Test TesiTest Test Tesi TestTest Test Test_TestTesi Test_Test_ T4
Review out of scope

Test_Test_Test TesiTest Test Test TestTest Test Test TestTest Test Test Test

Notification Documents

Supply details, complaints and adverse evenis dala can be enfered in a single file, provided that the models have been identified and scoped first. Use the
following steps to generate and upload the file

Click on ‘Generate template’, then refresh

Three files will be generated in the list. It may take up fo fwo minutes for the files to appear. Download the ModelDetails Template.csv file

« Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and unit values. These can be used as references or to copy and paste values info the file.
Save the file and rename it ‘ModelDetaiis csv'. Please ensure that the file is renamed as 'ModelDetails.csv'

Click on 'Add Files’ and upload the ModelDetails.csv iile.

Click on ‘Process Buik Upload".

The uploaded Mode! Details will appear under Mode! Details’ section after few minutes, after the Refresh. If the upload contains any errors, you will be

contacted by email.
oo
Name 4 Modified
I Aveeno Oatmeal Sachet about 2 hours ago
| i Emai
| M Large File!
| | XYZ

Figure 3.2: ‘Notification Details’ section of an initial request for information notification showing the
different folders and bulk upload functionality.
Goods and model details section

3. Inthe ‘Goods and Model Details’ section, you can view the list of ARTG entries or exempt goods
(Goods) that have been included in the notification. For an initial request for information and/or
samples, you are required to add:

e any additional Goods that may be in scope of the PMR
e model (or edit model) details, and

e supply, complaints, and adverse events data for all models in scope of the review.

O- Adding Goods, model details, and supply information is only available when
"= responding to initial requests for information.

o The process described below of adding new Goods and models to the review, and
editing models is similar for both ‘Good(s) included in the ARTG’ or ‘Good(s) not
included in the ARTG'.

Including additional goods in scope of the PMR

4. If you are a sponsor of a Good that should be included in the PMR but is not included in the list of
models, you can add it by clicking ‘Add Good’ and selecting ‘Good(s) included in the ARTG’ or
‘Good(s) not included in the ARTG’ depending on the type of Goods you sponsor (Figure 3.3).

Post market review compliance dashboard OFFICIAL Page 12 of 67
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Goods and Model Details ) =

The following therapeutic good(s) have been selected for a post-market medical device review

A good refers to any therapeutic product supplied in Australia. This includes medical devices, other therapeutic goods, exempt goods, and simifar products.

If your organisation sponsors therapeutic good(s) that are not listed below but fall within the scope of the review. you are required to add those goods by
clicking "Add Good".

Where each good comprises mulfiple models, all models must be added, including those that are not within the scope of the review. To add a model, click the
arrow next to the good enfry, select 'Add model’.

You must provide the name and details of all associated models by clicking the arrow next to the good entry, then selecting 'Edit model"

If an added good or model is not within the scope of the review, click "Edit model”, mark it as ‘Out of scope’, and enter the reason: 'This model was added in

error.”
Models
Good(s) included in the ARTG
Model Good(s) not included in the ARTG
Good Good GMDNS Manufacturer in Created
ID Good Name 4 Status Code Name Model Scope? Cloned? On+

Figure 3.3: Adding in-scope Goods to a PMR.

5. Click on the search icon to open the ‘Lookup record’ pop-up (Figure 3.4).

Add ARTG x

ARTG *

Save

Figure 3.4: Add ARTG or Non-included Good pop-up.

6. A list of Goods associated with ONLY your sponsor login (both active and revoked entries or
goods on the natified vapes list) will be available for you to select (Figure 3.5). Click on the Good
that is related to this PMR and click ‘Select'.

OFFICIAL Page 13 of 67
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Add ARTG

Lookup records

Choose one record and click Select to continue

v ARTGID Good Name 4

Good Status

16120

ACNACYL benzoyl peroxide 50mg/g gel tube

Revoked

81747
20mgimL oral liquid bottle

ACTIFED CC CHESTY COUGH guaiphenesin

Revoked

1mg/mL oral liquid bottle

ACTIFED CC DRY COUGH pholcodine

Revoked

ACTIFED CHESTY COUGH SYRUP EXACT
DOSE PORTABLES oral liquid bottle

Revoked

bottle

ACTIFED CHESTY COUGH SYRUFP oral liquid

< n 2 3 4 5 6 7 8 . 67 >
m Cancel =~ Remove value

Revoked

Figure 3.5: ‘Lookup record’ pop-up used to select Goods associated with the PMR.

7. Click ‘Save’ to include the good in the review (Figure 3.6).

Add ARTG

ARTG *

‘ EVICEL solutions for fibrin sealant 10mL (thrombin 5mL, fibrinogen 5mL) vials

Figure 3.6: Pop-up to add an ARTG entry or non-included good, showing the selected Good and the

option to save.

8. Repeats steps 3 — 6 to add all the additional Goods in scope of the PMR.

Adding models of goods in scope of the PMR

9. If there are multiple models under the one Good, click on the down-arrow on the right side of the
Good and select ‘Add model’ (Figure 3.7). All models must be entered, even if they are not in the

scope of the review.

Models
Model

Good Good GMDNS  Manufacturer in Created
ID Good Name 4  Status Code Name Model Scope? Cloned? On <
PMR-  PMR Manual Valid ABC Yes No 16/02/2026 n
01010 Device T

Add Model

Eait Model

Figure 3.7: Adding models of Goods included in the PMR.

Post market review compliance dashboard
V2 March 2026
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10. Click ‘Proceed’ on the ‘Add Model’ pop-up (Figure 3.8). This will clone the details of the Good
(Figure 3.9). A clone cannot be deleted but it can be marked out of scope with N/A in the model
number field if added in error.

Add Model

Do you want to add a Model?

Figure 3.8: ‘Add Model’ pop-up is used to confirm the addition of a model.

Models
Model

Good Good GMDNS  Manufacturer in Created

ID Good Name 4  Status Code Name Model Scope? Cloned? On+¥

PMR-  PMR Manual Valid Yes Yes 16/02/2026 u
01010 Device 2:12PM

PMR- PMR Manual Valid ABC Yes No 16/02/2026 u
01010 Device 2:03PM

Figure 3.9: The ‘Models’ table showing any cloned Goods.

11. Repeat steps 8 - 9 to add all models associated with the Goods included in the PMR.

Post market review compliance dashboard OFFICIAL Page 15 of 67
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Editing the model details

12. To enter the model details for each Good, click on the down-arrow on the right side of the Good
and select ‘Edit model’ (Figure 3.10).

Models
Model
Good Good GMDNS  Manufacturer in Created
1D Good Name 4 Status Code Name Model Scope? Cloned? On+¥
PMR-  PMR Manual Valid ABC Yes No 16/02/2026 n
01010 Device T
Add Model
Edit Model

Figure 3.10: Editing model details of Goods included in the PMR.

13. In the ‘Edit Model’ pop-up (Figure 3.11) you can:

a.

b.

A
10

enter the model name/identifier

select 'Yes’ or ‘No’ if the model is in-scope of the PMR (refer to the notification for the
scope of the PMR)

Note: If you select ‘No’, you need to provide a reason why you consider the good
entry/model is not within the scope of the PMR.

attach supporting documentation. For each device model (both those that you consider to
be in-scope and out-of-scope of the PMR) you will need to upload a copy of the
instructions for use (IFU). Microsoft Word, Excel, and Adobe Acrobat documents are
accepted. There are two options depending on the size of the document:

i. ‘Add files’ button to upload documents less than 50MB size (see step 13 for
details).

ii. ‘Upload Large files’ button to upload documents more than 50MB size (see step
14 for details).

Folders are created in the background during this process to store the information.
It may take 1 to 2 minutes for the ‘Add files’ and ‘Upload Large files’ buttons to
appear. You can also try refreshing your screen if they do not appear automatically.

select the check-box to acknowledge that at least one file has been uploaded and click
‘Save’ to add the model details against the Good.

Post market review compliance dashboard
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Edit Model x
Good ID Good Name a
PMR-01010 PMR Manual Device
Model
Model *

Is this model in the scope of the review? *
® No O Yes

Provide the reason why it is not in scope*

P

Flease upload the English version of the Instructions for Use (IFL) associated with the Good. To ensure easy
identification, include the Good ID, Review Reference, and Model in the file name. Use only English characters in
the e narme to avoid issues when saving the file.
« Use 'Add Files' for uploads up to 50MB.
= Use 'Upload Large Files' for files up io 5GB. The Large File Folder crealed in SharePoint must not be
deleted under any circumsiances.

Note: There may be a few minutes delay before the “Add Files™ and “Lipload Large Files” buttons sppear, as the
system prepares the storage folders.

There are no folders or files to display.

Your acknowiedgement that at least cne file has been uploaded is required *

Figure 3.11: ‘Edit Model' pop-up showing where to enter model details, confirm whether the model is
in-scope of the review and upload the instructions for use.

L. Ifthe request for information notice requires you to provide samples for laboratory
'Q investigation, you must provide a sample tracking number for each model. A field for
this information is in the ‘Edit Model’ pop-up (Figure 3.12).

Post market review compliance dashboard OFFICIAL Page 17 of 67
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Edit Model %
Model a

Model *

Is this model in the scope of the review? *
ONo @ Yes

Samples

A sample of this model is required

Enter the fracking number of the package in which the model was sent in response to this Notification.

The tracking number can contain letters and numbers only. Do not use special characters.

If more than one package has been sent for a model, enter the tracking number of each, separafed by a space. Do
not use a space within the tracking number.

Tracking Number(s) *

Figure 3.12: ‘Edit Model' pop-up provides a field to input the sample tracking number, when required.
To add files less than 50MB:

e. click ‘Add files’ button within the ‘Edit Model’ pop-up (Figure 3.11) to open the ‘Add files’
pop-up, and

f. click ‘Choose files’ and select the file you want to upload from your computer. Once you
have selected your file, click the ‘Add files’ button (Figure 3.13).

Edit Model x

Add files

Choose files Chogse Files | No file chosen

[ Overwrite existing files

Cancel

Figure 3.13: ‘Add files’ pop-up used to choose and add relevant files.

The file you uploaded will be displayed in the ‘Edit Model’ pop-up (Figure 3.14).

Post market review compliance dashboard OFFICIAL Page 18 of 67
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Edit Model x

ABC

Is this model in the scope of the review? =

O Ne ® Yes

Pilease upioad the English version of the Instructions for Use (IFU) assoclated with the Good. To ensure easy
identification, include the Good ID, Review Reference, and Model in the file name. Use only English characters in
the file name to avoid issues when saving the file.
= Use 'Add Files' for uploads up to 50MB.
= Use 'Upload Large Files' for files up to 5GB. The Large File Folder created in SharePoint must not be
deleted under any circumstances.

Note: There may be a few minutes defay before the "Add Files” and “Upioad Large Files” butfons appear, as the

system prepares the storage folders.
© Add files Upload Large files

Name 4 Modified

[ Review test supporting document.pdf (24 KB

[J Your acknowledgement that at least one file has been uploaded is required =

Save

4

Figure 3.14: The ‘Edit Model' pop-up shows the files you have uploaded.
14. To add files more than 50MB size up to 5GB:

a. click ‘Upload Large files’ button within the Edit Model pop-up (Figure 3.11)

b. anew window will open directing you to the SharePoint site (Figure 3.15)

SharePoint 2 Search this library

o ﬂ D365-CCF-Test-WS-Contributor & Notillowing

:3 Private group | OFFICIAL 8 10 members
] Home T Uploed ¥ B Editingidview @ Share = Al Documents ~ [ Details
G Conversations

* PMR-2026-116326 - Test Medical Pty Ltd > Large Files

Documents
@ O Name v Modified + Modified By Created TrimCo

Notebook
This folder is empty

Do,

Figure 3.15: SharePoint landing page for large file upload.

c. click ‘Upload’ and then ‘Files’ (Figure 3.16) to select and upload the relevant files from your

computer
@ Test
D365-CCF-Test-WS-Contributor I
(i) Private group | OFFICIAL & 10 members
Home 2 Upload ¥ B3 Editingridview [ Share G Copylink = AllDocuments ¥ D Details ¥
D Conversations & Files
e i > PM| B3 Folder on Medical Pty Ltd - 14 > Large Files
[ Template N
® Notebook e Modified @~ Modified By ~ Created O~ Created By + TrimCo
Figure 3.16: SharePoint site showing how to upload files.
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d.
3.17), and

& Dp36S butor - X

close the browser window once the uploaded files are added to the SharePoint site (Figure

3

C (A | & httpsy/healthgovdev.sharepoint.com/sites/D365-PMR-Test-Site/tga_signal/Forms/Allitems.aspx?id=%2Fsites%2FD365-PMR-Test-Sited%2F. T=  InPrivate () ¢
SharePoint O search this library g £ OB 0 (o)
® g . 7r Not following
D365-CCF-Test-WS-Contributor
@ Private group | OFFICIAL £ 10 members
= = o) = = — -
Home + New v Upload v 5 Editingridview [ Share & Copylink = All Documents ¥ & Details W
D Conversations
> PMR-2026-116326 - Johnson Johnson Medical Pty Ltd - 14 > Large Files
B8 Documents
R—— [ Name ~ Modified ()~ Modified By ~ Created ()~ Created By ~ TrimCo
(]
Pages Review test supporting document.pdf TestPMRUser03 TestPMRUser03

Figure 3.17: SharePoint site showing uploaded documents.

e.
been uploaded. Click ‘Save’ (Figure 3.18).

© Add files Upload Large files

Name 4 Modified

There are no folders or files to display.

“Your acknowdedgement that at least one file has been uploaded is required =

v

within the ‘Edit Model’ pop-up, select the check-box to acknowledge that at least one file has

Figure 3.18: The ‘Edit Model' pop-up showing the check-box used to acknowledge files have been

uploaded.
O The details of the model are updated against the Good in the ‘Models’ table (Figure
¥ 3.19).
Models
Add Good s
Model
Good Good GMDNS  Manufacturer in Created
ID Good Mame 4  Status Code Name Model Scope? Cloned? On+
PMR- PMR Manual Valid XYZ Yes Yes 16/02/2026 u
01010  Device 212 PM
PMR-  PMR Manual Valid Yes No 160212026 [
01010 Device 2:03 PM

Figure 3.19: ‘Models’ tables showing the model details.

15. Repeat steps 11 — 14 to update the model details for all Goods in the PMR.

OFFICIAL
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Adding supply, complaints and adverse events data

For each device model in scope of the PMR, you will be required to provide supply, complaint, and
adverse event data for a specified number of financial years. This is stated in the notification.

The supply, complaint, and adverse event data for each model, can be completed in the ‘Model
Details’ section within the ‘Goods and Model Details’ section by updating the details for:

e each individual financial year per model (see steps 16 - 25), or

e all models in a single file using the bulk upload functionality (see steps 26 - 35).

Adding the financial years for each model

16. To update the model details for each individual financial year:

a. click ‘Add Model Financial Year’ (Figure 3.20) to select which model you are going to add
the financial year data against

Model Details

Model details must be added for the last three financial years. Click ‘Add Model Financial Year' to add each financial year, then click on the name to add the
maodel details for each year You can also enter the supply details, complaints and adverse events data for all models into a single file instead of adding them
separately for each model by following the instructions in the Notification Dacuments section.

/Add Model Financial Year
Received
Financial Number Supplied in Number Supplied Received Adverse Event  Created
Name Model Year Australia Overseas Complaints Reports On ¥

Figure 3.20: Add model financial year within the ‘Model Details’ section.

b. click on the magnifying glass to search for the model (Figure 3.21)

Add Model Financial Year x

RFI

PMR-2026-116326 - Test Medical Pty Ltd - 14

Madel *

L]

Financial Year *

Save

Figure 3.21: ‘Add Model Financial Year’ pop-up used to select in-scope models.

c. select the model and click ‘Select’ (Figure 3.22)

Q Note: Only in scope models will be displayed.
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Add Model Financial Year x

Lookup records

Choose one record and click Select to continue

Good Good
Good ID Name 4 Status Created On

PMR- PMR Valid 16/02/2026
01010 Manual 212PM
Device

PMR Valid 16/02/2026
Manual 203 PM
Device

I Cancel Remove value

Figure 3.22: ‘Lookup records’ pop-up used to select the in-scope model for adding financial year data.

d. click on the magnifying glass to select the financial year (Figure 3.23)

o Note: Check the notification letter for details on which financial years you are
required to provide the above data.

Add Model Financial Year b

RFI

PMR-2026-116326 - Test Medical Pty Ltd - 14

Model *

PMR-01010

Financial Year *

] =]

Save

Figure 3.23: ‘Add Model Financial Year’ pop-up used to select relevant financial year.

e. check the box for the applicable financial year you want to provide data on and click
‘Select’ (Figure 3.24)
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Add Model Financial Year

Lookup records

CR0%E 80e HCDAd v CHK SHectin Contnue

v Mame 4 Tear Type

FIN 20102011

FIN 20178012
FIN 2122013
FIN 20135078

FIN 243015

Created On

178212020
ERL T

TG
FRTT ]

178272020
215M

R0
ERtT Y]

TR0

Figure 3.24: ‘Lookup records’ pop-up used to select financial year for the selected model.

f. click ‘Save’ (Figure 3.25)

Add Model Financial Year

RFI
PMR-2026-116326 - Test Medical Pty Ltd - 14

Model *

PMR-01010

Financial Year *

| FIN 2019/2020

[ [+)

Figure 3.25: ‘Add Model Financial Year’ pop-up showing the selected model, financial year and option

to save this information.

g. the financial year details are updated in the ‘Model Details’ section within the ‘Goods and
Model Details Section’ (Figure 3.26)

_:Q.

< clicking ‘Remove’ (Figure 3.26).

Model Details

Financial  Number Supplied in

Name Model Year Australia
- XYL FIN
20192020

MNumber Supplied
Overseas

Model datads mval be added for the fast thiee fnancisl years. Chick Add Model Financisl Yaar' fo add each financial yaer, then chick on e name 1o add the
model detals for each year You can also enfer the supply defails, compiainfs and edverse evenls data for Al models info & single file inslead of adding them
separalely for each model by foilowing the tnstructions fn the Notification Documents section.

Add Mosal Financial Year

Received
Recelved Adverse Event  Creatad
Complaints Reparts on g
w0z [
oATAM
o Edit

.. Ifyou select the incorrect financial year, you can remove the financial year by

Figure 3.26: The selected model and financial year are updated in the ‘Model Details’ table.

h. repeat steps a — g to add each financial year (as requested in the notice) for all in scope

models.

Post market review compliance dashboard
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Adding supply details for each financial year for each model

17. Click ‘Edit’ to add the supply details, complaints, and adverse events data for each financial year/
in scope model (Figure 3.27).

Model Details

Maodsl details must be added for the lasl iree financial years. Chok Add Model Financial Year' o add esch financial year, then click on the name to add the
maodel defalls for each year You can also ener the supply dedails, complainis and adverse evenis dafa for all models info a single fike insiead of adding them
saparalely for aach maodel by folowing the instactions in the Notification Dacuments sochon.

Add Modal Financial Year

Received

Financial  Mumber Supplied in  Number Supplied Recelved Adverse Event  Creatad
Name Model Year Australia Overseas Complaints Reports On
FIN 20182020 - XYZ EiN wozzozs [
PMR Manual 2092020 847 AM

I £
Devicas o
Ramane

Figure 3.27: Edit the financial year details within the ‘Model Details’ table.

18. This will open the ‘PMR Notification Model Details Edit’ page which has 4 sections (Figure 3.28).
Each section will change colour from amber to green when the data is entered.

PMR Notification Model Details Edit

FIN 2019/2020 - PMR Manual Device

Expend All

Financial Yearo

Supply Details {{p

Cumplaintsﬂ-

Adverse E\mnlso

Figure 3.28: Sections of the ‘PMR Notification Model Details Edit’ page.

19. The ‘Financial Year’ section is read-only and prefilled with the model’s details and the financial
year you are providing information for (Figure 3.29).

Financial Year & -

RFI

PMR-2026-116326 - Test Medical Pty Ltd - 14
Good Name *

PMR Manual Device

Model
XYZ

Financial Year *

FIN 2018/2019

Figure 3.29: ‘Financial Year’ section of the ‘PMR Notification Model Details Edit’ page showing the
relevant model and financial year.
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20. In the ‘Supply Details’ section:

a. enter the number of that model of device that were supplied in Australia, in that particular
financial year, in the ‘Number Supplied in Australia’ field (Figure 3.30)

Supply Details ) =

iedin A

<]
|
s

Figure 3.30: ‘Supply Details’ section of the ‘PMR Notification Model Details Edit’ page showing where
to provide number supplied and units of measure in Australia.

Number Supplied Australia - Unit of Measurement *

Number Supplied Overseas *

Jumber Supplied O - Unit of M t*

b. inthe ‘Number Supplied Australia — Unit Measurement’ field, click on the magnifying glass to
select the unit measurement from the ‘Lookup records’ pop-up (Figure 3.31), then click on

. $]
Select’, and

Lookup records *

Choose one record and click Select to confinue

v Short Description 4

¥ Box

u Each

[} Other

[ Pack
Gancel | Remove vaiua

Figure 3.31: ‘Lookup records’ pop-up to select a unit of measure value.

c. enter the number of devices supplied overseas and the unit measurement in that financial
year (Figure 3.32).

Supply Details 0 =

Number Supplied in Australia *

10 ‘

ied A ia - Unit of

Box x Q |

Number Supplied Overseas *

; |

ied O - Unit of A
Each E

Figure 3.32: ‘Supply Details’ section of the ‘PMR Notification Model Details Edit’ page showing where
to provide number supplied and units of measure overseas.
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Adding complaint details for each financial year for each model

21. In the ‘Complaints’ section (Figure 3.33) you need to provide information on both Australian and
worldwide complaints.

a. Select ‘No’ if there were no complaints received for the model. If you select ‘No’, complete the
‘Adverse Events’ section in step 22, or

b. Select ‘Yes' if complaints were received against the model. If you select ‘Yes’, you need to
provide:

i. the total number of complaints that were from Australia in that specific financial year

ii. the total number of complaints that were from overseas in that specific financial year,
and

iii. a breakdown of the most common types of complaints made in Australia. This is a free
text description of the complaint type with the number of those types of complaints
received from Australia. You can provide up to ten of the most common types of
complaints and must enter at least one received’ (Figure 3.34).

Complaints )

Have you received complaints about this model during the financial year?

Figure 3.33: Confirm whether complaints were received in the ‘Complaints’ section of the ‘PMR
Notification Model Details Edit’ page.

Complaints @ =

Have you received complaints about this model during the financial year?
@ Yes O No

Total number of complaints that came from Australia in the financial year *

° |

Total number of complaints that came from overseas in the financial year *
: |

Describe the ten most common types of complaints made in Australia about the model during the financial year and enter the number of each type of
complaint.

1. Type of complaint received ~ Number received *

8 |

2. Type of complaint received Number received

Figure 3.34: The ‘Complaints’ section showing where to enter the number of complaints received in
Australia and overseas, and the type of complaints.

Faulty device

e You have the option to upload supporting documents using the ‘Add files’ and ‘Upload Large files’
function (Figure 3.35). For step-by-step instructions on how to upload files less than 50MB refer
to step 13 or step 14 for large files (more than 50MB size up to 5GB).
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Have you received complaints about this model during the financial year?

CYes ® No

If you wish to attach supporting decuments related to this complaint type, please upload the English versions here.
For easier identification, we recommend including the product name and model in the file name.

» Use ‘Add files' for uploads up fo S0MB.
« Use Upload Large Files’ for files up to SGE. Large File Foider created in SharePoint should not be removed under any circumstance.

Name 4 Modified

[iReview test supporiing document.pdi (24 Kg)

Figure 3.35: The ‘Complaints’ section showing where to attach supporting documents.

O Any files that have already been uploaded relating to this good will be displayed in
= the list of files.

Adding adverse event details for each financial year for each model

22. In the ‘Adverse Events’ section (Figure 3.36) you need to provide information on both Australian
and worldwide adverse events.

a. Select ‘No’ if there were no adverse events received for the model in the relevant financial
year. If you select ‘No’, click ‘Save’ and refer to step 23.

Advarse Events @ -

Have you received any adverse event reports about this model during the financial year?

Yoz ® No
If wou wish to attach supporting documants refated to this complaint type, please uplead the: English wersins hene
For easier denfificalion, we recommend including the product name and model i the fle rame.

+ Uss ‘Add files" for uploads up fo S0MB
+ Use Unload Large Fitos' for files up to S5GB. Large File Foldar created in SharaPoint showld not be remaved under any

CITCUmSiance.
© Add files Upload Large Niles

Name 4 Modified

Review test supporting document pdf (24 KB JERREZ0E A EM [}

~ e

Figure 3.36: Confirm whether adverse events were received within the financial year in the ‘Adverse
Events’ section of the ‘PMR Noatification Model Details Edit’ page.

b. Select ‘Yes’ if adverse events were received against the model in the relevant financial
year. If you select ‘Yes’, provide the following details (Figure 3.37):

i. the total number of adverse events that came from Australia in the financial year
ii. the total number of adverse events that came from overseas in the financial year

iii. abreakdown of the most common types of adverse events that occurred in
Australia. This is coded data that uses the International Medical Device Requlator
Forum (IMDRF) Adverse Event Terminology (see note below). You can provide
up to ten of the most common types of adverse events, but must provide at least
ONE type of adverse event, and the number of reports relevant to that type of

Post market review compliance dashboard OFFICIAL Page 27 of 67
V2 March 2026


https://www.imdrf.org/working-groups/adverse-event-terminology/imdrf-adverse-event-terminology-web-browser
https://www.imdrf.org/working-groups/adverse-event-terminology/imdrf-adverse-event-terminology-web-browser

OFFICIAL

Therapeutic Goods Administration

adverse event received for that model, during the financial year. Click on the
magnifying glass to select at least one common ‘Category of adverse event’, from
the ‘Lookup records’ pop-up and click ‘Select’. Complete the Level 2 and Level 3
terminologies in the same way, if applicable (Figure 3.38).

The adverse event terminologies are derived from ANNEX C of the IMDRF
Adverse Event Terminology Web Browser | International Medical Device
Reqgulators Forum

If there were adverse events reported in Australia, the adverse event types are
related to the Australian adverse events. If there were no adverse events
reported in Australia, the adverse event types are related to the worldwide
adverse events. The region is identified in the heading.

Adverse Events {J) =

@ Yes O No

Have you received any adverse event reports about this model during the financial year?

Total number of adverse events that came from Australia in the financial year *

Total number of adverse events that came from overseas in the financial year

Select the ten most common categories of adverse events reported in Australia about the model during the financial year.

1. Category of adverse event ~ Level 2 Level 3 Number reported ~
| | 2| 2| |
2. Category of adverse event Level 2 Level 3 Number reported

| 3| 3| 2| |

Figure 3.37: ‘Adverse Events’ section showing where to enter the number of adverse events received
in Australia and overseas.

Lookup records

Name 4

Choose one record and click Select to continue

>

Appropriate Term/Code Not Available

Biological Problem |dentified

Claire's Test Code 1

Clinical Imaging Problem Identified

Electrical Problem Identified

J1Oogjg s|od) s

<n23>

Flocbenmnnmnabin Ao abibili, Peablon [dandifiad

Cancel Remove value

Figure 3.38: ‘Lookup records’ pop-up to select an adverse event category.

You have the option to upload supporting documents relating to this adverse event using the ‘Add
files’ and ‘Upload Large files’ function (Figure 3.39). For step-by-step instructions on how to upload
files less than 50MB refer to step 13 or step 14 for large files (more than 50MB size up to 5GB).
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Adverse Events @ -

Have you received any adverse event reports about this model during the financial year?

O'Yes ® No

If you wish to attach supporting documents related to this complaint type, please upload the English versions here.
For easier identification, we recommend including the product name and madel in the file name.

« Use 'Add files’ for upioads up to S0MB.
« Use Upload Large Files' for fiies up to 5GB. Large File Folder created in SharePoint should not be removed under any circumstance.

e

Name 4 Modified

[3Review test supporting document pdf (24 ks) 18/02/2026 3.50 PM o

Figure 3.39: Adverse events section showing where to attach supporting documents.

+~ Any files that have already been uploaded relating to this goods entry will be
- displayed in the list of files

23. Click ‘Save’ and the following message will appear ‘Model Details has been successfully saved.
Please click on the ‘Back’ button to go back to the previous page’ and click on the ‘Back’ button to
go back to the previous page (Figure 3.40).

PMR Notification Model Details Edit

FIN 2019/2020 - PMR Manual Device
i

EDED

- JIE

Figure 3.40: ‘PMR Notification Model Details Edit’ page showing how to save the financial year model
details and go back to the dashboard.

el Tovs e saoesatly s Plesse chck on e ack bulion 51 The hofior 1o o Gack o The previer page) x

24. The model details for the selected financial year are updated in the ‘Model Details section within
the ‘Goods and Model Details’ section (Figure 3.41).

Model Details

Idoded dataits mos! be added for the fas! three francral pears. Chck Add Modsl Fraancial Yesr ' to add each firancial year then chok on he name Mo add ihe
moded details for each yesr You can also enter the supply dotails, complaints and adverse avants data for el modals intg & single ila ingtead of adding hen
soparabely for each model by felowing tha instraclions in the Noffication Documents section

Judd Moded Financial Year

Received
Financial  Number Supplied in  Number Supplied Received Adverse Event  Created
MName Medel Year Australia Oversess Camplaints Repaonts On 4
A A FIN 1000 E00 Yes, Yas

20182020

Figure 3.41: The ‘Model Details’ table is updated with the supply, complaints and adverse events data
for the financial year.
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25. Repeat steps 16 to 24 to include the supply details, complaints, and adverse events data for all

models in-scope of the PMR.

Adding supply, complaints and adverse events data using the bulk upload functionality

To update the supply details, complaints, and adverse events data for all models, for multiple financial
years, in a single file, you can use the bulk upload functionality in the ‘Notification Details’ section.

26. Click ‘Generate Template’ to create the bulk upload templates from the ‘Notification Details’

section (Figure 3.42) and click ‘OK’ (Figure 3.43).

Notification Details o -

Section 41JA of the Therapeutic Goods Act 1989

The TGA is conducting a post market review of Test review 10.

Notification Name * Review Reference Number
PMR-2026-116326 - Test Medical Pty Ltd -14 PMR-2026-116326

Review in scope

Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test

Review out of scope

Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test Test

Notification Documents

Supoly details. compiaints and adverse events data can be entered in a singie file, provided that the models have been identified and scoped fins. Use the
following sbars to generate and upload the file.

Click on ‘Generate Tempiate, then refresh

These files will be generated in the hat in may take up to wo minutes for the files to appear. Download the ModeiDatails Template. csv file

Open the file and enter (loent}, compiaints and adverse events data for each model for the Jast three financial years. The AdverseEvent/CategaryVaiues
and the ssb mestle ttern cestion the fieis of gaverse evont and naw utiers. Piease cak or serrig ane pfeeencs or to copy and paste values into the fife.
Estur the file and ements if ‘ModelDetails.csv’ Please reawre that the file is renamed as ‘ModelDetails.csv'"

Click on 'Ges Flirs' and unioue the ModelDetails.csv fhe.

« Click on "Process Bulk Upioad:

The uploaded Model Details will appear under ‘Model Details' section after few minutes, after the Refresh. if the upload contains any errors, you will be

contacted by emal.
iate | @Add Files [l Process Bulk Upload

Figure 3.42: ‘Notification Details’ section showing how to generate templates.

compliance-test.powerappsportals.com says

Are you sure you want to generate template for Model Details?

(0] ¢ Cancel

Figure 3.43: A pop-up to confirm the option to generate model detail templates.

27. You may need to go to page 2 to access the created bulk upload templates, which includes

(Figure 3.44):

a. ModelDetailsTemplate — Downloadable file that you can edit to add the supply,

complaints, and adverse events data.
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b. AdverseEventsCategoryValues — Downloadable reference file that provides a
breakdown of the type of adverse event (derived from ANNEX C of the IMDRF Adverse
Event Terminology Web Browser | International Medical Device Regulators Forum).

c. UnitValues — Downloadable reference file with the supply data units of measurement.

Notification Documents

Supply delails, complaints and adverse events data can be enteved in & single file, provided thal the models have been identified and scoped first. Use the
Ioliowing steps fo generaie and upload the e

« Chick on ‘Generai
« Thees fies 9
= Opan the ik and dnb

@ lempiala’ then refresh

narated i the st If may take up to two minutes for the files 1o appear, Downioad the ModwDetails Template csv i
" vt dikin for sach model for he

of pcverse event and

v Please ensurs thal he file ss rnamed a5 ‘ModelDetails.cav’

os These can be used s referer

« Ch i upload the ModalDetade csv file
o Che s Bulk Uipload
The upioaded Model Datoss wil sppaar under Mool Details’ soction aftsr few rmofes, after the Refrash. I the uplosd containg any arrors, you will be
comacted by amai
===
Mame 4 Madified

Figure 3.44: The generated model detail templates located in the ‘Notification Documents’ section
within the ‘Notification Details’ section of the ‘PMR Notification Draft’ page.

O If the templates are not yet generated, you may need to click ‘Refresh’ at the bottom of your

A

=" screen to view the new template (Figure 3.45).

PMR Notification Draft

Notification Details )

Goods and Model Details

Legislative Breaches and Responses
Other Required Responses
Extension Requests

Figure 3.45: How to refresh the ‘PMR Notification Draft’ page.

28. Double click on the ‘ModelDetailsTemplate’ to download the file.

+~ Download ‘AdverseEventsCategoryValues’ and ‘UnitValues’ files that will be used as

=" references or to copy and paste the values into your ‘ModelDetailsTemplate’ file as part of
the next step.

29. Open the ‘ModelDetailsTemplate’ file and enter the supply, complaints, and adverse events data
for each in-scope model for the last three financial years (Figure 3.46).
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A B Cc D E F G H
Model ID(IARTG ID(Do Not Modify) Notification ID(Do Not Madify) Model Name(Do Not Modify) Model Financial Year * Number {* Unit
517dc150-8f12-f111-8406-7¢c1e528a5955 VG-5678 abcde Xyz FIN 2023/2024
517dc150-8f12-f111-8406-7c 1652825855 VG-5678 abcde Xyz FIN 2024/2025
517dc150-8f12-f111-8406-7c1e528a5955 VG-5678 abcde Xyz FIN 2025/2026

Figure 3.46: An example of the model details template.

e Note:

- Some columns are pre-filled by the system, and the information should not be
changed (Column header labelled with ‘Do Not Modify’).

- The ‘ModelDetailsTemplate’ file will be pre-filled with the last 3 financial years
for you to add the supply, complaints and adverse events data.

e If you are required to provide data for more than 3 financial years (please check
the notice sent to you by the TGA for the specific number of years):

e duplicate the details of the good in the ‘ModelDetailsTemplate’ file. Do not
amend the Model ID, Good ID and Model Name under any circumstance (Figure
3.47).

e the Model should remain the same as the one entered in the ‘Edit Model’ pop-up
(Steps 11 - 12)

e add the additional financial years in chronological order.

A B c D E F G
Model ID(IARTG ID(Do Not Modify) Notification ID(Do Not Modify) Model Name(Do Not Modify) Model Financial Year * Number ¢
517dc150-8f12-f111-8406-7c1e528a5955 VG-5678 abcde xyz FIN 2020/2021
517dc150-8f12-f111-8406-7c1e528a5955 VG-5678 abcde xyz FIN 2021/2022
517dc150-8f12-f111-8406-7c1e528a5955 VG-5678 abcde Xyz FIN 2022/2023
517dc150-8f12-f111-8406-7¢c1e528a5955 VG-5678 abcde Xyz FIN 2023/2024
517dc150-8f12-f111-8406-7¢c1e528a5955 VG-5678 abcde Xyz FIN 2024/2025
517dc150-8f12-f111-8406-7¢c1e528a5955 VG-5678 abcde Xyz FIN 2025/2026

Figure 3.47: An example of the model details template showing how to add additional financial years.

30. The following columns are mandatory and must be completed (mandatory column headers have
an asterisk (*):

a. column G: Number Supplied in Australia
b. column H: Unit, the only values that can be used are in the ‘UnitValues’ file
c. column J: Number Supplied Overseas
d. column K: Unit, the only values that can be used are in the ‘UnitValues’ file
e. column M: Have you received complaints about this model during the financial year?
(Yes/No).
i. If the answer is ‘No’, proceed to column AJ
ii. Ifthe answer is ‘Yes’, column N to column Q are mandatory
f.  column N: Total number of complaints that came from Australia in the financial year
g. column O: Total number of complaints that came from overseas in the financial year
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h. column P: type of Complaint Received (Free text)

i. column Q: Number of complaints received in column P

If more than 1 complaint was received for a device, use columns R — Al to provide the
type of compliant and number received. You can provide up to 10 of the most common
complaints.

Note: Columns R — Al are optional and can be deleted if no additional complaints were
received.

j- column AJ: Have you received any adverse event reports about this model during the
financial year? (Yes/No)

If the answer is ‘No’, proceed to step 31

If the answer is ‘Yes’, column AK to column AP are mandatory

k. column AK: Total number of adverse events that came from Australia in the financial year

I.  column AL: Total number of adverse events that came from overseas in the financial year

m. column AM: Category of Adverse Event Level 1 (column A of the
AdverseEventsCategoryValues file) (Figure 3.48)

n. column AN: Category of Adverse Event Level 2 (column B of the
AdverseEventsCategoryValues file) (Figure 3.48)

0. column AO: Category of Adverse Event Level 3, (column C of the
AdverseEventsCategoryValues file, if applicable) (Figure 3.48)

p. column AP: Category of Adverse Event Number Reported

If more than 1 adverse event was received for a device, use columns AQ — BZ to
provide the type of adverse event and number received. You can provide up to 10 of
the most common complaints.

Note: Columns R — Al are optional and can be deleted if no additional adverse events
were received.

A

2 Biological Problem Identified
3 Biological Problem Identified
4 |Biological Problem Identified
5 Biological Problem Identified
6 |Biological Problem Identified
7 Biological Problem Identified
8 Biological Problem Identified
9 Biological Problem Identified
10 |Biological Problem Identified
11 |Biological Problem Identified
12 |Biological Problem Identified
13 |Biological Problem Identified
14 |Biological Problem Identified

1 |Appropriate Term/Code Not Available

B C

Biocompatibility Problem Identified
Biological Contamination

Biological Contamination
Cytotoxicity Problem Identified

Endotoxin Contamination
Microbial Contamination

Genotoxicity Problem Identified
Genotoxicity Problem Identified
Hematological Problem Identified
Hematological Problem Identified
Hematological Problem Identified
Hematological Problem Identified

Carcinogenic Problem
Mutagenic Problem
Agglutination Problem
Complement Activation Problem
Platelet Activation Problem

Problem due to Thrombosis Activation

Material or Material Leachate Pyrogenic Problem
Reproductive Toxicity Problem Identified

Unintended Presence of Allergens

15 |Clinical Imaging Problem Identified Gradient Induced Field Problem
16 |Clinical Imaging Problem Identified Image Artifact
17 |Clinical Imaging Problem Identified Magnetically-Induced Movement

19 |Electrical Problem Identified Current Leakage Problem

18 |Clinical Imaging Problem Identified Radiofrequency Induced Overheating

20 | Electrical Problem Identified
21 |Electrical Problem Identified
22 |Elartriral Drahlam Idantifiad

Electrical/Electronic Component Problem Identified
Hardware Timing Problem Identified

Imnadanra Prahlam Idantifiad

Figure 3.48: Column A - C of the ‘AdverseEventsCategoryValues'’ file.

31. Once you have completed the required information in the ‘ModelDetailsTemplate’ file, you need to
save the file as ‘ModelDetails.csv’ (Figure 3.49).
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-Q- Note: It is important to save the file as ‘ModelDetails.csv’ for the system to identify
= the document when you upload it to the dashboard.
@
A & =) & » Downlo.. 0 Seach Download B
Orgarise = New falder =- @
8 Docurnents # Name Date madified
+ Downloads ~ Today
P8 Fictures * o ModelDetailsTemplate.csv 17/02/202610:5
& Music " g UnitValues.csy
n 7 z o AdversebventsCategonyValues csv
File name: | ModelDetails.csv
Save as type  CSV (Cornma delimited) (*.csv)
Authors:  Add an author Tags: Addatag
A Hide Folders fooks = Save Cancel

Figure 3.47: Correct saving of the model details file.
32. To upload the file, click ‘Add files’ in the ‘Notification Details’ section (Figure 3.50).

Notification Documents

Supply details, complaints and adverse events data can be entered in a single file, provided that the models have been identified and scoped first. Use the
following steps fo generate and upload the file:

« Click on 'Generate template’, then refresh

+ Three files will be generated in the list. It may take up to two minutes for the files fo appear. Download the ModelDetails Template.csv file

Open the file and enter supply, complaints and adverse events data for each model for the last three financial years. The AdverseEventsCategoryValues
and the UnitValues files contain the lists of adverse event and umit values. These can be used as references or to copy and paste values into the file.

= Save the file and rename it ModelDetails.csv' Please ensure that the file is renamed as "ModelDetails.csv'.

« Click on ‘Add Files" and upload the ModelDetails.csv file.

« Click on 'Process Bulk Upload'

The uploaded Mode! Details will appear under 'Model Details' section after few minutes, after the Refresh. If the upload contains any errors, you will be

Generate Template © Add files Process Bulk Upload

Figure 3.50: The ‘Notification Details’ section showing how to add the completed model details file.

contacted by email.

33. Click ‘Choose Files’ and select the completed ‘ModelDetails.csVv’ file from your computer and click
the ‘Add files’ button (Figure 3.51).

Add files

Choose files Choose Files | ModelDetails.csv

[ Owerwrite existing files

Cancel

Figure 3.51: ‘Add files’ pop-up showing how to chose and add the model detalils file.
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34. Click on ‘Process Bulk Upload’ to upload the data in the ‘ModelDetails.csv’ file (Figure 3.52).

The uploaded Model Details will appear under ‘Model Delails section after few minutes, after the Refresh. If the upload conlains any errors, you will be

contacted by email.
oo | o0

Name 4 Modified

[ ModelDetails Template.csv (3 kB)

[ UnitValues_csv {1 kB)
1

Figure 3.52: The ‘Notification Details’ section showing the uploaded model details file and how to
process the document.

35. The supply, complaints and adverse events data will be uploaded in the Model Details section
within the Goods and Model Details section (Figure 3.53).

Model Details

Mode! details must be added for the last three financial years. Click ‘Add Model Financial Year' to add each financial year, then click on the name to add the
mode! details for each year. You can also enter the supply detalls, complaints and adverse events data for all medels into a single file instead of adding them
separately for each model by following the instructions in the Nofification Documents section

Add Model Financial Year

Received

Financial ~Number Supplied in  Number Supplied Received Adverse Event  Created
Name Model Year Australia Overseas Complaints Reports On 4
XYZ FIN 10 5 Yes Yes

201872019

XYL FIN 1000 500 Yes Yes

201972020

Figure 3.53: The ‘Model Details’ table is updated with the supply, complaints, and adverse events
data extracted from the uploaded model details file.

Note:

If the supply, complaints and adverse events data is not uploaded in the ‘Model
Details’ section, this indicates an error has occurred when updating the bulk upload
file in step 35. Please make sure you complete all mandatory fields, and the right
information is entered. If you still have issues, please contact the Post Market
Devices Team (postmarketdevices@health.gov.au).

If you have any documents associated to the model details you entered in the bulk
upload file, you can upload it at a candidate level by following steps 12 and 13.

If you need to make any amendments to the saved bulk upload file, it is easier to
manually update it from the ‘Model Details’ section by clicking on ‘Edit’ (Figure
3.54) and following steps 17 — 25 to make changes in the relevant section.

If you have a large number of bulk upload files that you need to make changes to, it
will be easier to contact the Post Market team by sending an email to the Device
Post Market Review Section (postmarketdevices@health.gov.au) mailbox. The
team will be able to arrange for a bulk removal of your selected files.
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Received
Financial Number Supplied in  Number Supplied Received Adverse Event  Created

Name Model Year Australia Overseas Complaints Reports On ¥
FIN 2025/2026 - ABC FIN 10 10000 No No 2610212026 a
PMR Manual 2025/2026 7 Ei
Device

Remove
FIN 2024/2025- ABC FIN 10 10000 ] No 26/02/2026
PMR Manual 2024/2025 12:39 PM
Device

Figure 3.54: How to edit the supply, complaint and adverse events data.

Legislative breaches and responses section

The following instructions outline how to upload the information and documents to demonstrate
compliance with the specific areas of the legislation that have been identified as potentially in breach
in the initial request for information natification letter.

36. Click the drop-down arrow on the right of a specific breach under investigation and click ‘Add
Response’ (Figure 3.55).

Legislative Breaches and Responses {{j -

The following Legislative Breachas have been found for a post-market medical device review

Evidenca in relafion to breaches under invesiigation of the lagislation below must be atiached or a summary providad for aach modal thal is in the scope of the
FOVIC Y.

Click on the arrow 1o the ngh! of the Braachas under investigation fo selact ‘Add Rasponsa’.

Breaches under investigation Status Row Number
EP 1 - Use of medical dewces nol o compromise health and salely Drafl 1 H

Re
Medical Device Standards Order Draft 65 n

Figure 3.55: How to add a response in the ‘Legislative Breaches and Responses’ section.

37. Click ‘Proceed’ on the ‘Add Response’ pop-up (Figure 3.56).

Add Response

Do you want to add a Response to this Good?

Figure 3.56: ‘Add Response’ pop-up to confirm the option to add a response.

38. Click ‘Refresh’ at the bottom of the page or ‘Created On’ column header on the ‘Legislative
Breaches Responses’ table to populate the created response (Figure 3.57).

OFFICIAL Page 36 of 67

Post market review compliance dashboard
V2 March 2026



OFFICIAL

Therapeutic Goods Administration

Legislative Breaches and Responses ({J) =

The following Legislative Breaches have been found for a post-market medical device review

Evidence in relation to breaches under investigation of the legisiation below must be attached or a summary provided for eaach madel that is in the scope of the review,

Click on the arrow fa the right of the Breaches under investigation to select 'Add Response”

Breaches under investigation Status Row Number 4
EP 1 - Use of medical devices not lo compromise health and safety Draft 1
Medical Device Standards Order Draft 65

Legislative Breaches Responses

Chick on the arrow to the right of the Response to select 'Edit’ fo enfer the evidence of comphiance if applicable.

Response Name Breaches under investigation Created On 4

There are no records to display.

Other Required Responses

Extension Requests

back

Figure 3.57: How to refresh the page to populate the created response.

39. Click on the down-arrow on the right side of the created response and click ‘Edit’ (Figure 3.58) to
open the ‘Edit compliance with potential legislative breach response’ pop-up.

Legislative Breaches and Responses o =

The following Legislative Breaches have been found for a post-market medical device review

Evidence in relation to breaches under investigation of the legislation below must be attached or a summary provided for each mode! that s in the scope of the
review.

Click on the arrow fo the right of the Breaches under investigation to select ‘Add Response’

Breaches under investigation Status Row Number 4+
EP 1 - Use of medical devices not to compromise health and safety Completed 1 n
Medical Device Standards Order Draft 65 n

Legislative Breaches Responses

Click on the arrow fo the right of the Response fo select 'Edit’ to enter the evidence of compliance if applicable.

Response Name Breaches under investigation Created On
Response for EP 1 for Good ID(s) PMR-01010.144141 EP 1 - Use of medical devices noi to compromise health and ~ 17/02/2026 11:51 u
safety AM m

[ Edit

Figure 3.58: Legislative breach status changes from draft to complete once a response is created.
The lower panel shows how to edit the responses to the potential legislative breaches.

v | Note: The status of the ‘Breach under Investigation’ will change from ‘Draft’ to
QC ‘Completed’.

’

40. In the ‘Edit compliance with potential legislative breach response’ pop-up you can (Figure 3.59):
a. view the legislative breach you are providing evidence of compliance against
b. view the goods included in the PMR you are providing a response for, and

c. select how you wish to provide your response from the drop-down menu options:
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Edit compliance with potential legislative breach response *

Goods

Good Status Created
Category GoodID  Good Name Good Status Reason on¢

Nonincluded  PMR- PMR Manual Device  Valid Draft 16/0212026 u
device 01010 203FPM

How do you wish to provide your response?

|| Select v ||

Figure 3.59: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to
provide a response.

Note: For each identified potential legislative breach, evidence of compliance must
be provided for all goods included in the PMR. However, if the evidence being
provided is not applicable to a particular good, you can remove the good from the
response and generate a different response for the good. Refer to steps 42 — 49 on
how to remove a good from response and generate a separate response.

i. Select ‘Attach evidence of compliance’ to provide evidence of compliance as
document attachment(s). At least one file must be provided (Figure 3.60).
a. Click on ‘Add files’ to attach files up to 50MB (see step 13) or
‘Upload Large Files’ to attach files between 50MB — 5GB (see
step 14).
b. Click the checkbox to acknowledge that at least one file has been
uploaded and click Save.

Edit compliance with potential legislative breach response x

How do you wish fo provide your response?

Attach evidence of compliance ~ ||

Please upload the Engiish version of your evidence of compliance
For easy identification, include the Good 1D snd Model in the file nsme. Use only English characters to ensurs the
file saves comectly:
- Use Add Files' for uploads up to SOME.
- Use Upload Large Files' for files up to 5GB. The Large File Folder created in SharePoint must not be
removed under any circumstances.

Note: There may be & few minutes delay before the “Add Files' snd ‘Upload Large Fies' buttans sppesr, as the
system prepares the storage folders.

@Addiles | Upload Large files

There are no folders or files fo display

) Your acknowisdgement that at least one file has been uploaded is required *

4

Figure 3.60: The ‘Edit compliance with potential legislative breach response’ pop-up showing how
to attach evidence of compliance.

ii. Select ‘Provide a Summary’ to type your response and click ‘Save’ (Figure 3.61).
The summary must be between 20 - 200 characters.
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v Note: If a summary response is over 200 characters, select ‘Attach evidence of
'Q' compliance’ and upload the summary as an attachment.

Edit compliance with potential legislative breach response ®
Hon included  PMR- PMR Manual Device Valid Draft 16/02/2026 n &
device 01010 1225 PM

How do you wish to provide your response?

Provide a summary v |

Summary *

Figure 3.61: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to
provide evidence of compliance as a summary.

4

iii. Select ‘Both’ to ‘Attach evidence of compliance’ and ‘Provide a Summary’ (Figure

How do you wish to provide your response?
]
— _— _
Summary *

4

Please upload the English version of your evidence of compliance.
For easy identification, include the Good ID and Model in file name Use onEnglish characters to
ensure the file saves correctly.
« Use 'Add Files’ for uploads up to 50MB.
« Use 'Upload Large Files'for files up to 5GB. The Large File Folder created in SharePoint must not
be removed under any circumstances.

Note: There may be a few minutes delay before the ‘Add Files' and 'Upload Large Files’ buttons appear
as the system prepares the storage

©Addfiles [| Upload Large files

There are no folders or files to display.

Your acknowledgement that at least one file has been uploaded is required *

Figure 3.62: The ‘Edit compliance with potential legislative breach response’ pop-up showing how to
attach evidence of compliance and provide a summary.

41. Repeat steps 36 - 40 for all potential legislative breaches included in the notification.
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Removing a Good from a response and generating a separate response for the Good.

Evidence of compliance must be provided for all Goods included in the PMR. However, if the evidence
being provided is not applicable to a particular good, you can remove the Good from the response and
generate a different response for the Good.

42. Click on the down arrow on the right of the ‘Edit compliance with potential legislative breach
response’ pop-up and click ‘Remove’ (Figure 3.63).

Edit compliance with potential legislative breach response *®
Goods
Good Status Created
Category Good 1D Good Name Good Status Reason on
Tabie 1 vt Oran
Noninchisded  PMRL PR Manual Device  Vald Dran TANEH0E u
oevice om0 353 P
ARTG %1119 EVICEL SoMmMons for At Dran 2002076
finnn sealant 10mL 252 P n

Figure 3.63: ‘Edit compliance with potential legislative breach response’ pop-up showing how to
remove a Good from a response.

43. Click ‘Remove’ (Figure 3.64).

Remove Good

Are you sure you want to remove this Good from this response?

Figure 3.64: The ‘Remove Good’ pop-up with the option to confirm the removal of the Good.

44. The Good will be removed from the list of Goods you are providing a response for (Figure 3.65)
and the status of the ‘Breach under Investigation’ will change from ‘Completed’ to ‘Draft’ (Figure
3.66).

Edit compliance with potential legislative breach response %
ry
Goods
Good Status Created
Category Good ID Good Name Good Status Reason on ¥
Nonincluded  PMR- PMR Manual Device  Valid Draft 24/02/2026
device 01010 2:52 PM
ARTG 181319 EVICEL solutions for  Active Draft 24/02/2026 n
fibrin sealant 10mL 2:52 PM

Figure 3.65: The ‘Edit compliance with potential legislative breach response’ pop-up showing a Good
has been removed from the response.
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The following Legisiative Breaches have been found for a post-market medical device review

Evidonce in rialion fo breaches under investigation of the legiskalion bajcsw must be attchod or @ summary provided for pach moded thal 15 in the scape of the
review.

Click on the armow to the right of the Breaches under invastigation io seloct ‘Acd Responss’

Breaches under investigation Status Row Number 4

o compramiso hoalth and satety A 1 B
85 B

EP 1 - Use of madica

Modical Divice 18

Figure 3.66: The legislative breach status changes from complete to draft when a Good is
removed from a response.

If a Good has been removed from a response, you will not be able to submit the

response. If you attempt to ‘Validate’ your response, the error message below
will appear (Figure 3.67)

compliance-test.powerappsportals.com says

Please provide responses to all of the Breaches under investigation.

Figure 3.67: The error message displayed when a new response is not generated after a Good is
removed from a response and you attempt to validate the response.

45. To recreate a response for the removed Good, click the drop-down arrow on the right of the
breach under investigation where the Good removed from and click ‘Add Response’ (Figure 3.68).

‘The following Legislative Breaches have been found for a post-market medical device review

Evidance in melation (o breachas wnder investigation of the legisialion below musl be alfached or A Summary provided for each madel that is in the scope of the

raviow.

ik on the aow e the fght of the Breacties wider invesligalion 10 select Add Responss

Breaches under investigation Status Row Number 4
EP 1 - Use of medical devices. nol 1o compromse haalth and sabety Dran 1 n
Medical Device Standards Order Complated 85 u

Figure 3.68: How to add a response for a removed Good in the legislative breaches and responses
section.

46. Click ‘Proceed’ on the ‘Add Response’ pop-up (Step 37 and Figure 3.56).

47. Click ‘Refresh’ at the bottom of the page or ‘Created On’ column header on the ‘Legislative
Breaches Responses’ table to populate the created response containing the removed Good (Step
38 and Figure 3.57).

v Note: The status of the ‘Breach under Investigation’ will change from ‘Draft’ to
'Q' ‘Completed’ (Figure 3.69).
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48. Click on the down-arrow on the right side of the created response and click ‘Edit’ to open the ‘Edit
compliance with potential legislative breach response’ pop-up (Figure 3.69).

Legislative Breaches and Responses o =

The following Legislative Breaches have been found for a post-market medical device review

Evidence in refation to breaches under investigation of the legisiation below must be attached or @ summary provided for each model that fs in the scope of the
review.

Click on the arow to the right of the Breaches under investigation to select ‘Add Response’

Breaches under investigation Status Row Number 4
EP 1 - Use of medical devices not fo compromise health and safety Completed 1 u
Medical Device Standards Order Completed 65 u

Legislative Breaches Responses

Click on the armow [o the right of the Response to select ‘Edit' fo enter the evidence of compliance if applicable.

Response Name Breaches under investigation Created On 4

Response for EP 1 for Good ID(s) PMR-01010,181319 EP 1- Use of medical devices nof to compromise health and ~ 24/02/2026 2.57 “
safety PM

Response for MDSO for Good ID(s) CVD-2025-NTF- Medical Device Standards Order 24/02/2026 3.01 n

01011,PMR-01010,181319 PM

Response for EF 1 for Good ID(s) CVD-2025-NTF-01011 EP 1-Use of medical devices not to compromise health and  25/02/2026 2:56 n
safety

Figure 3.69: The legislative breach status changes from draft to completed when a response is
generated for a removed Good. The lower panel shows how to edit the created response.

49. Follow step 40 to provide evidence of compliance for the good.

How to submit your response

50. When you are ready to submit your response, click ‘Validate’ (Figure 3.70).

Q Only the Submitter will be able complete the following steps to submit the response.

PMR Notification Draft

Notification Details +
Goods and Model Details +

Other Required Responses +

Extension Requests +

Figure 3.70: The ‘PMR Notification Draft’ page showing how to validate your response.

51. Once the response has been successfully validated, click ‘Declare’ (Figure 3.71) to read the
declaration.

O Note: If you wish to preview your responses before submitting, click ‘Preview’ to
= open the ‘PMR RFI Preview’ page (Figure 3.72).
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Home > PMR Compliance Dashboard » PMR Naotification Draft

PMR Notification Draft

| i rE\Ji - |

he Notificafion has been successfully validated. Please click on the 'Preview’ bution to preview Responses. Click on the ‘Declare’ button fo do the declaration of Notification) X

Figure 3.71: The ‘PMR Notifcation Draft’ page showing how to move to the declaration page for your

response.

PMR RFI Preview

it for Information under Section 41JA of the Therapeutic Goods Act

RFI Namae: 1 Raview Reference:
Raview in scope: Spon

Raview out of scope: Any ARTG entries that do not bels

ARTGs and Model Details
ARTG

ARTG ID: 123416

ARTG Entry Mama: Cochiear Limited - Adaptor, pin-indexed, reusable

ARTG Status: /A
GMONS Code: 37423
Manufacturer Name:

Model: C55633

Figure 3.72: PMR Noatification Preview page.
52. On the ‘Declaration’ pop-up:

a. select ‘Yes' if you agree to the declaration and click ‘Submit’ (Figure 3.73). Then click

‘OK’ (Figure 3.74) to submit your response.

Declaration

General

| understand that this is the final submission to a regulatory nofification and this information will be used by the
Therapeutic Goods Admini ion in evaluating pl with the Therapeutic Goods Act 1989 and the
Therapeutic Goods (Medical Devices) Regulations 2002,

| understand that the decuments and information provided is required to be in English.

| agree to the declaration *

® No Yes

Figure 3.73: The declaration requiring confirmation that the information provided in response to the
notification is complete and in English before submitting the PMR response.
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Declaration

Submit

Do you want fo submit this Notification?

n Ganeel

Figure 3.74: The submission confirmation prompt before finalising the PMR natification.

b. Select ‘No’ if you do not agree to the declaration and click ‘Submit’ (Figure 3.73). You will
not be able to submit your response, and the error message below will appear (Figure
3.74). Click ‘Ok’ to go back to the ‘Declaration’ pop-up (Figure 3.73).

compliance-acc.powerappsportals.com says

The declaration must be agreed to before being allowed to submit the

Matification.

Figure 3.74: System alert prompting the user to agree to a declaration before submitting a response
to a notification in the dashboard.

Section 4: How to respond to additional information
request.

If a natification requires additional information on another specific matter, you are required to provide a
response in the ‘Other Required Responses’ section (Figure 4.1).

PMR Notification Draft

Expand All Collapse All

Notification Details

Goods and Model Details

Other Required Responses

Extension Requests

Validate | Back | Refresh

Figure 4.1: ‘PMR Notification Draft’ page highlighting the ‘Other Required Responses’ section.
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Notification details section
1. Inthe ‘Notification Details’ section (Figure 4.2), you can view:
c. the scope of the review

d. all the document(s) associated to the notification and download the notification letter sent
to you by the TGA

e. the list of folders that will hold the document(s) you uploaded as part of your submission,
and

f. all the documents you uploaded as part of your response.

Notification Details () -

Section 41JA of the Therapeutic Goods Act 1989

The TGA is conducting a post market review of UAT-2

Notification Name * Review Reference Number
pmR-2026-01450 - | 1< - 02 PMR-2026-01450
Review in scope

Test_Test_Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test Te
Review out of scope

Test_Test_Test TestTest Test Test TestTest Test Test TestTest Test Test Test

Notification Documents

Name 4 Modified

] ( 19.A
™ 026.9.19 N
9 026.9.21

Figure 4.2: ‘Natification Details’ section of an additional request for information notification showing
the different folders.

Goods and model details section

2. The ‘Goods and Model Details’ section is read-only for this kind of notification (Figure 4.3) and
lists the Goods that are included in the notification.
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The following device(s] have been selected for a post-market medical device review

The fably Balow s all goads and their respocive mod [ L el Ery MESLAY ORI

Wit L6 ) SO OO G Ptk B by EAATGL S0 BEI0T DO, GRas Conladt I FBam who: 8000 e NalIICANN fr ASseantn i Sdding T divee
madal 1o ihe fewen

When sdcing B model o0 vour behad, the team wif ask for e 00ad (D, device neme, moded defalls Ly
datals and NSIUCHANS for LS.

Models
Model
Good  GMDNS ManUaCTErer in Craatsd
Good 1D Good Hame 4 Stotus  Code Hame Maodei Scope?  Cloned? Om ¥
WG apcde vand BECOLID  x2 e Nai ARG
o W AM
Maodel Details

Madsi dedails cannoi be updaied'

Misck chdinds i il o B vclfe, o st B0 pienics chaf, s coartin 11 Jisarmh o Fscnsd o el e oification

Received
Financiel  Humber Supplied in Hunber Supplied Received Adverse Cvenl  Created
Name Mode! Yoar Auslialia (heoinaas Conrplains Reports On 4

Ther are an mcords (o degly

Figure 4.3: The ‘Goods and Model Details’ section is read-only and shows the Goods included in the

notice.

Other required responses

3. Click on the drop-down arrow on the right and click ‘Edit’ to provide a response to a specific

request (Figure 4.4).

Other Required Responses c =

standards as outlined in the letter sent to
you by the TGA

Response Name Request Created On
Response for EP 1 for Good ID(s) PMR-01010 Provide evidence to demonstrate the 17/02/2026 1:26 PM u
medical device complies with the applicable
Edit

Figure 4.4: Edit the ‘Other Required Responses’ section.

4. In the ‘Edit Other required response’ pop-up, you can (Figure 4.5):

a. view details of the request

b. view the goods included in the additional request for information notice

c. view the potential legislative breaches under investigation, and

d. select how you wish to provide your response from the drop-down menu options:
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Edit Other required response x

>

A response is required for each good listed below. This can be provided by including a written
summary and / or attaching one or more supporting documents to demonstrate compliance, or
both.

Please ensure that each response clearly references the corresponding good in both the

summary and any attached documentation.

Request

Goods

Good Category
+ Good ID Good Name Good Status

Mon included VG-5678 abcde Valid
device

Legislative Breaches

Row Number
Breaches under investigation Status Reason +
EP 13 - Information to be provided with medical devices - EP Draft 43
13.4 - Instructions for use
Safety and performance of the medical device Draft 64

How do you wish to provide your response?

Select ~ |

Figure 4.5: The ‘Edit Other required response’ pop-up showing how to provide a response.

i. select ‘Attach evidence of compliance’ to provide evidence of compliance as document
attachment(s). At least one file must be provided (Figure 4.6).
1. click on ‘Add files’ to attach files up to 50MB (see step 5) or ‘Upload Large
Files’ to attach files between 50MB — 5GB (see step 6)
2. click the checkbox to acknowledge that at least one file has been
uploaded and click ‘Save’.

Edit Other required response *

Safety and performance of the medical device Draft 64 -

How do you wish to provide your response?

Attach evidence of compliance v ||

Please uplnad the English version of your evidence of compliance.
For easy identification, include the Good ID and Model in the file name. Us only Engiish charscters to ensure the
file saves comectly.

- Use 'Add Files' for upiosds up io SOMB.

« Use Upload Large Files' for fiies up to 5GE. The Large File Folder crested in ShareFoint must not be

removed under any circumstances

Noe: There may be & few minutes delay before the ‘Add Files' and 'Upload Large Files’ buttons appesr; as the
Systsm preparss the storage folders

© Add files Upload Large fies

Thete are no foiders or files 1o display.

Your acknowledgement that at least one file has been uploaded is required *

4

Figure 4.6: The ‘Edit Other required response’ pop-up showing how to attach evidence of compliance.

ii. select ‘Provide a Summary’ to type your response and click ‘Save’ (Figure 4.7). The
summary must be between 20 - 200 characters.
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v Note: If asummary response is over 200 characters, select ‘Attach evidence of
'Q' compliance’ and upload the summary as an attachment.

Edit Other required response x
r
Mon included VG-5675 abcde Valid
device

Legislative Breaches

Row Number
Breaches under investigation Status Reason +»
EP 13 - Information fo be provided with medical devices - EP Draft 43
13 4 - Instrucfions for use
Safety and performance of the medical device Draft 64
How do you wish to provide your response?
[ Provide a summary v ||
Summary *
4

m v

Figure 4.7: The ‘Edit Other required response’ pop-up showing how to provide evidence of
compliance as a summary.

iii. select ‘Both’ to attach evidence of compliance in the form of documents as well as
providing a text summary (Figure 4.8).

How do you wish to provide your response?

” Both St “

Summary *

Please upload the English version of your evidence of compliance.
For easy identification, include the Good 1D and Model in file name Use onEnglish characters to

ensure the file saves correctly:
- Use ‘Add Files' for uploads up to 50MB
= Use ‘Upload Large Files' for files up to 5GB. The Large File Folder created in SharePoint must not

be removed under any circumstances.

Note: There may be a few minutes delay before the ‘Add Files’ and ‘Upload Large Files’ buttons appear,

as the system prepares the storage
©Add files Upload Large files

There are no folders or files to display

) Your acknowledgement that at least one file has been uploaded is required *

Figure 4.8: The ‘Edit Other required response pop-up showing how to attach evidence of compliance
and provide a summary.
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5. To add files less than 50MB:
a. click ‘Add files’ button within the ‘Edit Other required response’ pop-up (Figure 4.8) to open
the ‘Add files’ pop-up (Figure 4.9)

b. click ‘Choose files’ and select the file you want to upload from your computer. Once you have
selected your file, click the ‘Add files’ button (Figure 4.9)

Edit Other required response x

Add files

Choose files [Choose Files | No file chosen )

Owvenrite existing files

Figure 4.9: The ‘Add files’ pop-up used to choose and add relevant files.

c. the file you uploaded will be displayed in the ‘Edit Model’ pop-up (Figure 4.10).

Edit Other required response x

Please upload the English version of your evidence of compliance.
For easy identification, include the Good ID and Model in the fiie name. Use only English characters to ensure the
file saves comectly.
« Use 'Add Files’ for yploads up to S0MB.
» Use 'Upload Large Files' for files up fo 5GB. The Large File Folder created in SharePoint must not be
urider &y ci

Notfe: There may be a few minufes delay before the "Add Files' and 'Uipload Large Files’ buffons sppear; as the

system prepares the storage folders.
© Add files Upload Large files

Name 4 Modified

"Review test supporting document. pdf (24 KB 02/03/2026 3:41 PM -]

[ Your acknowledgement that at least one file has been uploaded is required *

v
Figure 4.10: The ‘Edit Other required response’ pop-up showing files you have uploaded.
6. To add files more than 50MB size up to 5GB:

a. click ‘Upload Large files’ button within the ‘Edit Other required response’ pop-up (Figure 4.8)

b. anew window will open directing you to the SharePoint site (Figure 4.11)
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SharePoint £ Search this library
] . .

m D365-CCF-Test-WS-Contributor ¢ Mot olowing
) Private group | OFFICIAL. & 10 members
& Home T Upload ~ B Editingridview @ Share = All Documents Details
& Conversations

* PMR-2026-116326 - Test Medical Pty Ltd > Large Files
@ RN [ Name v Modified ~ Modified By Created TrimCo
Notebook
This folder is empty

Figure 4.11: SharePoint landing page for large file upload.

C.
computer
SharePoint O Search this library
Test
® ;
D365-CCF-Test-WS-Contributor
=) Private group | OFFICIAL
Home Upload v B Editin gridview [ Share G2 Copy link
] Conversations [ Files
> 4 Fold i > i
= Bt PM| & Folder on Medical Pty Ltd - 14 > Large Files
[“ Template -

8 Nesbeak ] Modified O ~ Modified By -

click ‘Upload’ and then ‘Files’ (Figure 4.12) to select and upload the relevant files from your

¢ Not following

& 10 members

= Al Documents v ED Details 7 /"

Created () ~ Created By TrimCo

Figure 4.12: SharePoint site showing how to upload files.
d.

ibutor X
C @ & httpsy/healthgovdev.sharepoint.c 2FD365-PMR-
SharePoint L Search this library

Test

GD -
D365-CCF-Test-WS-Contributor

& Private group | OFFICIAL
2 ES [ e % I ;

Home + New v Upload ¥ 3 Editingrid view [ Share & Copylink
D Conversations

> PMR-2026-116326 - Johnson Johnson Medical Pty Ltd - 14 > Large Files

B8 Documents
® Notibiok [ Name v Modified () - Modified By

Pages Review test supporting document.pdf A few seconds ago TestPMRUser03

close the browser window once the uploaded files are added to the SharePoint site (Figure

T Not following

& 10 members

= All Documents ¥ ED Details ¥
Created (D)~ Created By - TrimCo
20/02/2026 948 TestPMRUser03

Figure 4.13: SharePoint site showing uploaded documents.

e.
been uploaded and click ‘Save’ (Figure 4.14).

within the ‘Edit Model’ pop-up, select the check-box to acknowledge that at least one file has
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Name 4 Modified

Your acknowedgement that at east one file has been uplcaded is requined *

v

Figure 4.14: The ‘Edit other required response’ pop-up showing the check-box used to acknowledge
files have been uploaded.

How to submit your response

7. When you are ready to submit your response, click ‘Validate’ (Figure 4.15).

Q Only the Submitter will be able complete the following steps to submit the response.

PMR Notification Draft

Expand All Collapse All

Notification Details

Goods and Model Details

Other Required Responses

Extension Requests

Validate | Back | Refresh

Figure 4.15: The ‘PMR Notification Draft’ page showing how to validate your response.

8. Once the response has been successfully validated, click ‘Declare’ (Figure 4.16) to proceed to the
declaration.

Q Note: If you wish to preview your responses before submitting, click ‘Preview’ to
open the ‘PMR RFI Preview’ page (Figure 4.17).

Home > PMR Compliance Dashboard » PMR Naotification Draft

PMR Notification Draft

he Notificafion has been successfully validated. Please click on the 'Preview’ bution to preview Responses. Click on the ‘Declare’ button fo do the declaration of Notification) X

| Freview |

Figure 4.16: The ‘PMR Notifcation Draft’ page showing how to move to the declaration page for your
response.

Post market review compliance dashboard OFFICIAL Page 51 of 67
V2 March 2026



OFFICIAL

Therapeutic Goods Administration

PMR RFI Preview

Requi t for Information under Section 41JA of the Therapeutic Goods Act
1989
The TG is conducting a past market review of UAT - Cothlesr - Test

RFI Nama: filear 11d - 01 Raview Roference:

Re2020-01103

TGA

Raview in scope: 5 s that have been ad ot

Raview out of scope: Any ARTG entries that do nat befeng to Cochisar or have not been added to TGA test emiranment

ARTGs and Model Details
ARTG

ARTG ID: 123416

ARTG Entry Nam: Cochicar Limited - Adaptor, pin-indexed, reusable
ARTG Status: Active

GMONS Code 37423

Manufacturer Name:

Model: C55633

Figure 4.17: ‘PMR Notification Preview’ page.
9. On the ‘Declaration’ pop-up:

a. select‘Yes'if you agree to the declaration and click ‘Submit’ (Figure 4.18). Then click ‘OK’

(Figure 4.19) to submit your response.

Declaration

General

| understand that this is the final submission to a regulatory nofification and this information will be used by the
Therapeutic Goods Admini ion in evaluating pl with the Therapeutic Goods Act 1989 and the
Therapeutic Goods (Medical Devices) Regulations 2002,

| understand that the documents and information provided is required to be in English.

| agree to the declaration *

® No O Yes

Figure 4.18: The declaration requiring confirmation that the information provided is complete and in

English before submitting the PMR response.

Declaration

Submit

Do you want to submit this Notification?

n Cancel

Figure 4.19: Submission confirmation prompt before finalising the PMR notification.

b. Select ‘No’ if you do not agree to the declaration and click ‘Submit’ (Figure 4.18). You will
not be able to submit your response, and the error message below will appear (Figure 4.20).

Click ‘Ok’ to go back to the ‘Declaration’ pop-up (Figure 4.18).
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compliance-acc.powerappsportals.com says

Matification.

The declaration must be agreed to before being allowed to submit the

Figure 3.73: System alert prompting the user to agree to a declaration before submitting a response

to a notification in the dashboard.
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Section 5: How to respond to a proposal to take
action.

For a notification that proposes to take regulatory action notice, you can only provide a response in the
‘Goods and Model Details’ section (Figure 5.1).

For this type of notification, you are not required to include additional Goods or models to the review,
or to provide supply, complaint, and adverse event data.

PMR Notification Draft

Notification Details +
Goods and Model Details +

Other Required Responses +

Extension Requests +

Figure 5.1: The ‘PMR Notification Draft’ page highlighting the ‘Goods and Model Details’ section.

Notification details section

1. Inthe ‘Notification Details’ section (Figure 5.2), you can view:
a. the scope of the review

b. all the documents associated to the notification and download the notification letter sent to you
by the TGA

c. the list of folders that will hold the document(s) you upload as part of your submission, and

d. all the documents you upload as part of your response.

Section 41JA of the Therapeutic Goods Act 1989

The TGA is conducting a post market review of UAT-2
Notification Name * Review Reference Number

pMr-2026-01450 - [ (1 - 02 PMR-2026-01450

Review in scope

Test Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test TestTest Test Test Tel
Review out of scope

Test_Test_Test_TestTest_Test_Test_TesiTest_Tesl_Test_TestTest_Test_Test_Test

Notification Documents

Name 4 Modified

Figure 5.2: The ‘Notification Details’ section in response to a proposal to take regulatory action
notification.
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Goods and model details section
2. Click on the drop-down arrow on the right and click ‘Add Response’ (Figure 5.3).

Goods and Model Details ) =

The following therapeutic good(s) (good(s)) have been selected for a post-market medical device review

A ‘Good" refers to any therapeutic product supplied in Australia. This inciudes medical devices, other therapeutic goods, exempt goods, and similar products.

Click on the arrow to the right of the good entry to select ‘Add Response’ if applicable.

Good ID Good Name Good Status Status Created On ¥
VG-5678 abcde Valid Draft 27/02/2026 8:46 AM

Add Response
47360 DAKTOZIN ointment tube Active Draft 27/02/2026 8:46 AM —‘

Figure 5.3: How to add a response in the ‘Goods and Model Details’ section.

3. Click ‘Proceed’ on the ‘Add Response’ pop-up (Figure 5.4).

Add Response

Do you want to add a Response to this Good?

Figure 5.4: *‘Add response’ pop-up with the confirmation to proceed.

4. Click on the ‘Created On’ column header in the ‘Good Responses’ table (Figure 5.5) or ‘Refresh’
at the bottom of the page (Figure 5.6) to populate the table to begin the response.

Goods and Model Details {j) =

The following therapeutic good(s) (good(s)) have been selected for a posi-market medical device review

A 'Good' refers to any therapeutic product supplied in Australia. This includes medical devices, other therapeutic goods, exempt goods, and similar products.

Click on the arrow ta the right of the good entry ta select 'Add Response' if applicable.

Good ID Good Name Good Status Status Created On ¢
PMR-01010 PMR Manual Device Valid Completed 181022026 10:23 AM
Good Responses
Click on the arrow fo the right of the Response to sefect ‘Edit’ to enfer the of if
Good Name Created On

Response Name 4

There are no records to display.

Figure 5.5: How to refresh the table within the ‘Goods and Model Details’ section to prepare
responses.
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PMR Notification Draft

System is adding a response. Please click on the '‘Refresh’ button at the bottom to see the newly created Response.

Expand All Collapse All

Notification Details

Goods and Model Details )

Other Required Responses

Extension Requests

Validate Back

Figure 5.6: How to refresh the page to populate the table for a response.
5. Click on the drop-down arrow on the right and click ‘Edit’ to open the ‘Edit Good Response’ pop-up

(Figure 5.7).

Good Responses

Response Name Good Name

Click on the armow fo the right of the Response to select 'Edit' to enfer the evidence of compliance if applicable.

Created On 4

Response for EP 13.4 MDSO for Good ID(s) PMR- PMR Manual Device
01010

18/02/2026 10:26 AM

[ Edit

Figure 5.7: The drope-down selction to edit the response for a particular Good.

6. Inthe ‘Edit Good Response’ pop-up, you can (Figure 5.8):

a. view the Good you are providing a response for
b. view the potential legislative breaches under investigation, and

c. select how you wish to provide your response from the drop-down menu options:

Edit Good Response
Non included device
abcde

Evidence of compliance with the potential legislative breach below must be attached or a summary
provided for each maodel that is in the scope of the review.

Legislative Breaches

Breaches under investigation Row Number 4+

EP 1 - Use of medical devices not to compromise health and safety 1

EP 13 - Information fo be provided with medical devices - EF 13.4 - Instructions for 43

use

How do you wish to provide your response?

e a summary

idence of compliance

Figure 5.8: The ‘Edit Good Response’ pop-up showing the options of provide a response:
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i. Select ‘Attach evidence of compliance’ to provide evidence of compliance as document
attachment(s). At least one file must be provided (Figure 5.9).
3. Click on ‘Add files’ to attach files up to 50MB (see step 7) or ‘Upload
Large Files’ to attach files between 50MB — 5GB (see step 8).
4. Click the checkbox to acknowledge that at least one file has been
uploaded and click Save.

Edit Good Response x

How do you wish to provide your response?

Attach evidence of compliance v ||

Please upload the English version of your evidence of compliance.
For easy identification, include the Good 1D and Model in the file name. Use only English characters to ensure the
file saves correctiy:
« Uzsz ‘Add Files’ for uploads up to S0MB.
» Use 'Upload Large Files' for files up fo 5GB. The Large File Folder created in SharePoint must not be
removed under any circumsiances.

Note: There may be & few minufes delay before the ‘Add Files' and ‘Upload Large Files’ buffons appear, as the
system prepares the storage folders.

@Addfies J| Upload Large fles

There are no felders or files to display.

Your acknowiedgement that at least one file has been uploaded is required *

Figure 5.9: Edit good response pop-up showing the attach evidence of compliance option.

v

ii. Select ‘Provide a Summary’ to type your response and click ‘Save’ (Figure 5.10). The
summary must be between 20 - 200 characters.

v | Note: If a summary response is over 200 characters, select ‘Attach evidence of
',QC compliance’ and upload the summary as an attachment.

Edit Good Response x
rs
EP 13 - Information to be provided with medical devices - EP 13.4 - Instructions for 43
use
How do you wish to provide your response?
Provide a summary v
Summary *
A
E L4

Figure 5.10: ‘Edit Good Response’ pop-up showing the showing option to provide evidence of
compliance as a summary.

iii. Select ‘Both’ to ‘Attach evidence of compliance’ and ‘Provide a Summary’ (Figure 5.11).
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How do you wish to provide your response?

[ ]

Summary *

Please upload the English version of your evidence of compliance.
For easy identification, include the Good ID and Model in file name Use onEnglish characters to
ensure the file saves correctly.
= Use 'Add Files' for uploads up to 50MB.
- Use 'Upload Large Files'for files up to 5GB. The Large File Folder created in SharePoint must not
be removed under any circumstances.

Note: There may be a few minutes delay before the 'Add Files’ and 'Upload Large Files' butions appear,

as the system prepares the storage
OAdd files Upload Large files

There are no folders or files to display

L1 Your acknowledgement that at least one file has been uploaded is required *

Figure 5.11: ‘Edit Good Response’ pop-up showing the showing option to provide evidence of
compliance as a summary and attach documents.

7. To add files less than 50MB:
a. click ‘Add files’ button within the ‘Edit Good Response’ pop-up (Figure 5.9) to open the ‘Add
files’ pop-up (Figure 5.12)

b. click ‘Choose files’ and select the file you want to upload from your computer. Once you have
selected your file, click the ‘Add files’ button (Figure 5.12)

Edit Good Response x

Add files

Choose files [(Choese Files | Mo file chosen )

Ovenwrite existing files

Figure 5.12: The ‘Add files’ pop-up used to choose and add relevant files.

c. the file you uploaded will be displayed in the ‘Edit Model’ pop-up (Figure 5.13).
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Edit Good Response x

How do you wigh to provide your response?

Attach evidence of compliance v

Please upload the English version of your evidence of compliance.
For eazy identification, include the Good 1D and Model in the file name. Use only English charscters to ensure the
file saves comscty.
« Uss ‘Add Files’ for uploads up to 50MB.
» Use 'Upload Large Files' for fles up fo 5GB. The Large File Folder created in SharePoint must not be
remowved under any circumstances.

Nofe: There may be a few minufes delay before the 'Add Files' and 'Upload Large Files’ buffons sppear, as the

system prepares the storage folders.
O Add files Upload Large files

Name 4 Meodified

Review test supporting document. pdf (24 KB 030372026 527 AM &

O Your acknowiledgement that at least one file has been uploaded is required *

m v

Figure 5.13: Edit good response pop-up showing files you have uploaded.
8. To add files more than 50MB size up to 5GB:

a. click ‘Upload Large files’ button within the ‘Edit Good response’ pop-up (Figure 5.9)

b. a new window will open directing you to the SharePoint site (Figure 5.14)

SharePoint £ Search this library

(] ; .

ﬂ D365-CCF-Test-WS-Contributor 31 Notfolowing
@ Private group | OFFICIAL 8 10 members
& Home T Upload ~ BB Editingridview @ Share = All Documents Details
G Conversations

* PMR-2026-116326 - Test Medical Pty Ltd > Large Files

Documents
{§} O MName ~ Modified ~ Modified By ~ Created TrimCo

Notebook
This folder is empty

[\

Figure 5.14: SharePoint landing page for large file upload.

c. click ‘Upload’ and then ‘Files’ (Figure 5.15) to select and upload the relevant files from your
computer
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SharePoint O Search this library
@ Test
: ¥z Not following
D365-CCF-Test-WS-Contributor ;
S Private group | OFFICIAL & 10 members
N
Home Upload v B Editingridview [ Share G Copylink = = All Documents v ED Details Y
] Conversations 5 Files
y £ Folder i s > i
e B PMI on Medical Pty Ltd - 14 > Large Files
B & Template
@ Notebook ] Modified 0 ~ Modified By - Created (J ~ Created By - TrimCo

Figure 5.15: SharePoint site showing how to upload files.

d. close the browser window once the uploaded files are added to the SharePoint site (Figure

P D365 CCF TestWS-Contributor - | X = a
C @ & https://healthgovdev.sharepoint.c: 365-PMR-Test-Site/tga_signal/Forr )365-PMR-Test-Site%2F. 15 InPrivate (2) .:
SharePoint O Search this library U S ] 2 )
® 5 - T Not following
D365-CCF-Test-WS-Contributor
& Private group | OFFICIAL & 10 members
2 = B Edit in grid vi @ & i = o p
Home + New v Upload ¥ B Editin grid view [ Share & Copy link = All Documents ¥ ED Details ¥
D Conversations
> PMR-2026-116326 - Johnson Johnson Medical Pty Ltd - 14 > Large Files
B8 Documents
Notibiok [ Name v Modified () - Modified By Created (0~ Created By - TrimCo
@
pages Review test supporting document.pdf A few seconds ago TestPMRUser03 20/02/2026 9:48 TestPMRUser03

Figure 5.16: SharePoint site showing the uploaded documents.

e. within the ‘Edit Model’ pop-up, select the check-box to acknowledge that at least one file has
been uploaded and click ‘Save’ (Figure 5.17).

© Add files Upioad Large files

Name 4 Modified
There are no folders or files to display.

“four acknowledgement that at least one file has been uploaded is required =

Figure 5.17: The ‘Edit Good response’ pop-up with a check-box used to acknowledge files have been
uploaded.

v

How to submit your response

9. When you are ready to submit your response, click ‘Validate’ (Figure 5.18).

Q Only the Submitter will be able complete the following steps to submit the response.
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PMR Notification Draft

Expand All Collapse All

Validate | Back | Refresh

Figure 5.18: The ‘Validate’ button at the bottom of the ‘PMR Notification Draft’ page used to validate
your response.

10. Once the response has been successfully validated, click ‘Declare’ (Figure 5.19) to move to the
declaration.

O Note: If you wish to preview your responses before submitting, click ‘Preview’ to
= open the ‘PMR RFI Preview’ page (Figure 5.20).

Home » PMR Compliance Dashboard » PMR Notification Draft

PMR Notification Draft

Figure 5.19: The ‘Declare’ button on the ‘PMR Notifcation Draft’ page used to progress to the
declaration page.

PMR RFI Preview

Requi it for Information under Section 41JA of the Therapeutic Goods Act

RFI Namae: 1 Review Reference:

G

Raview in scope: Sponsor

Raview out of scope: Any ARTG entries that do nat beiang to Cochisar of have not been added to TGA test emiranment

ARTGs and Model Details
ARTG

ARTG ID: 123416

ARTG Entry Mama: Cochlear Limited - Adaptor, pin-indexed, reusable
ARTG Status: Active

GMONS Code 37423

Manufacturer Name:

Model: C55633

Figure 5.20: The page where you can preview the response you have compiled in response to the
notification.

11. On the ‘Declaration’ pop-up:

a. select‘'Yes'if you agree to the declaration and click ‘Submit’ (Figure 5.21). Then click ‘OK’
(Figure 5.22) to submit your response.
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Declaration

General

| understand that this is the final submission to a regulatory nofification and this infermation will be used by the
Therapeutic Goods Admir in evaluating p with the Therapeutic Goods Act 1989 and the
Therapeutic Goods (Medical Devices) Regulations 2002.

| understand that the decuments and information provided is required te be in English.

| agree to the declaration *

® No O Yes

Figure 5.21: The declaration requiring confirmation that the information provided is complete and in
English before submitting the PMR response.

Declaration

Submit

Do you want fo submit this Notification?

Figure 5.22: Submission confirmation prompt before the submission to the PMR notification is
complete.

b. Select ‘No’ if you do not agree to the declaration and click ‘Submit’ (Figure 5.21). You will
not be able to submit your response, and the error message below will appear (Figure 5.23).
Click ‘Ok’ to go back to the ‘Declaration’ pop-up (Figure 5.21).

compliance-acc.powerappsportals.com says

The declaration must be agreed to before being allowed to submit the

Matification.

Figure 5.23: System alert prompting the user to agree to a declaration before submitting a response
to a natification in the dashboard.
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Section 6: How to request for an extension.

When the TGA sends you a notification, the date the documents and information are due by is listed in
the dashboard (Figure 6.1). If a response is not submitted by the due date, you will not be able to draft
and submit a response to a notice through the dashboard.

PMR Notification Dashboard

i= Notification - Active~ Search Q |

Reference

Number Review Description 4 Sponsor Name Notification Type

PMR-2026-01447  PMR UAT January 2026 - Johnson & Johnson  Request for Expired 12/102/2026 4:30 PM @
DAISI Vaping Enhancements  Pacific Pty Ltd information - .
- Outstanding Information unapproved ® View detaits
requests goods (URIE

Figure 6.1: The dashboard showing the notification due date and status.

If you are having difficulty providing the documents, information, or samples in the required timeframe
and need an extension, you can submit a request in the ‘Extension Requests’ section of the ‘PMR
Notification Draft’ page (Figure 6.2).

PMR Notification Draft

Expand All Collapse All

Notification Details

Goods and Model Details

Other Required Responses

Extension Requests

Validate Back || Refresh

Figure 6.2: ‘PMR Notification Draft’ page highlighting the extension request section.

Please note:

o - an extension request can only be submitted before the notification due date has
lapsed, and
- arequest for an extension may not be able to be provided in all cases.

1. Click ‘Request Extension’ in the ‘Extension Requests’ section (Figure 6.3).

Extension Requests o =

Request Bxiension

Proposed Due Date Extension Decision New Due Date Submit Request? Created On 4

There are no records to display.

Figure 6.3: ‘Request Extension’ button within the ‘Extension Requests’ section.

Post market review compliance dashboard OFFICIAL Page 63 of 67
V2 March 2026



OFFICIAL

Therapeutic Goods Administration

2. Inthe ‘Extension Request’ pop-up (Figure 6.4):

a. enter the new date in the ‘Proposed Due Date’ field

O Note: This date must be later than the current notification due date.

b. enter the reason for requesting for an extension in the ‘Extension Request’ field

c. select‘Yes' if you are ready to submit the request. If not, select ‘No’ to save the request and
submit later.

Click ‘Save'.

Extension Request x

Current Not¥icaticn Cue Date

3

Propoced Due Date *

Extencion Requett*

lubmit Regquect

Extension Response

Extension Decision

Response

New Due Date

Figure 6.4: ‘Extension request’ pop-up showing where to enter a proposed due date, provide a reason
for the request, and submit the extension.

3. Ifyou have clicked ‘Yes’, click ‘OK’ in the pop-up to submit the request (Figure 6.5).
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compliance-acc.powerappsportals.com says

Once you submit the request you will not be able to change the
details. Do you want to submit your request?

Figure 6.5: Confirmation prompt displayed before submitting an extension request in the Dashboard.
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Version history

V1.0 Original publication Medical Devices Surveillance October 2020
Branch

V11 Minor additions to clarify drafting of Medical Devices Surveillance December 2020
responses process Branch

V1.2 Minor additions to clarify drafting Medical Devices Surveillance March 2021
process and order of processes Branch
Additions to clarify drafting process Medical Devices Surveillance March 2026
and order of processes. Updating of Branch
screenshots to include the

V2 dashboard updates for medical
devices not included in the ARTG
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